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THE CHAIRMAN:  Good morning, everybody.  We continue with the case of  
Dr Spencer, Dr Southall and Dr Samuels.  Miss O’Rourke.   
 
MS SULLIVAN:  Just before Miss O’Rourke starts, sir, can I just indicate that  
Professor Hutton, who I shall be calling as an expert, is sitting at the back of the room?  
I just wanted everyone to know that she is here.  Everyone is obviously content with that 
course.  
 
THE CHAIRMAN:  Thank you.   
 

LEO STIMMLER, recalled 
Cross-examined by MISS O’ROURKE, continued 

 
Q Dr Stimmler, before we come on to scoring, I just want to deal with two other 
matters, the first of which is consent and taking consent in this trial.  Firstly, would you 
agree with this proposition:  the taking of consent, although it was a consent for a trial, 
was in effect consent to clinical treatment?   
A More complicated than that.  
 
Q Well, I agree that it is complicated because you have to get consent for a trial, but 
if we strip it away and start at the base level, what you are asking the parents to do is to 
consent to a form of treatment, a treatment choice?  
A Yes.  
 
Q Right.  That is a clinical matter?  
A Yes.  
 
Q It is for clinicians?  
A Yes.  
 
Q It is for the clinicians who work in the particular hospital and who are treating the 
patients at that hospital?  
A Yes.  
 
Q So the responsibility for obtaining the consent to a form of treatment rests with the 
clinicians who seek that consent?  
A Yes.  
 
Q The reason I ask you that - in case you think, “Well what is she asking about?  
Why is that a strange question?” - is that there is an allegation against Dr Southall, head 
of charge 11 if you want to look at it on the sheet, relating to consent.  He did not in fact 
work at North Staffordshire Hospital during the majority of the period and did not have 
responsibility for the junior doctors who were taking consent.  I am establishing that you 
agree that it is a clinical decision and if and insofar as he could have any responsibility, at 
the top it would relate to whether or not he had some sort of duty to give training to those 
who are subordinate to him and might be taking consent?  
A I agree with that, yes.  
 
Q You would agree with that?  Good.  In respect of training for consent, I think you 
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said you had read the transcripts of the various doctors who gave evidence last week?  
A I had, yes.  
 
Q I think you will have seen that most of them said they had training of some sort.  
Some could not remember and said it may only have been on-the-job training, but a 
number of them spoke about training sessions that were held at the unit in North 
Staffordshire?  
A Yes.  
 
Q Indeed, I think two of them spoke about going to London to be trained, one of 
them for sure and the other one mentioned Dr Samuels and Dr Southall coming up to 
Stoke to give training sessions?  
A That is right.  
 
Q You would say, and presumably agree, that is a good thing to do because it is not 
just the normal taking of consent when you are consenting to a trial; it is important that 
the clinician that takes the consent understands the trial inside out?  
A Yes.  
 
Q Understands the equipment being used?  
A Yes.  
 
Q Understands the potential advantages of the equipment for the treatment?  
A Yes.  
 
Q And understands that it is a randomised trial?  
A Yes.  
 
Q Understands that you can withdraw from the trial at any stage?  
A That is correct.  
 
Q And understands that you need to explain the two sides of the trial because at the 
time that consent is taken you will not know which of the two sides of the trial the child 
will be put into?  
A That is correct.  
 
Q If Dr Southall was involved in providing training, coming up to Stoke and indeed 
hosting Stoke doctors down in London, teaching them those aspects related to the trial, 
that would discharge any obligation he would have as an investigator in the trial?  
A I would think so, yes.  
 
Q I do not know, because again I think you have read Dr Raine’s statement but 
obviously he has not yet given evidence so you have not seen a transcript, but Dr Raine is 
likely to give evidence explaining that Dr Southall gave him special training for the 
taking of consent because Dr Raine was going to do most of the consent taking at Queen 
Charlotte’s?  
A Yes. 
 
Q The training involved using Dr Southall’s then secretary and Dr Raine taking 
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consent from her, the exercise being video taped, played back to him and run through 
with him.  That would be, I am going to suggest to you, a very thorough thing to do and 
back in 1990 probably ahead of the game?  
A I would say that.  
 
Q That would be yet another indication, I would suggest to you, that this was a well 
planned, well thought out and well executed trial?  
A Yes.  
 
Q Thank you.  Just on the question of consent, you said very fairly yesterday that the 
difficulty is in somewhere like Staffordshire where you have a working department, these 
children have to be consented by four hours of age.  If they are born in the middle of the 
night then you are going to have to use the medical staff that are present?  
A That is so.  
 
Q You were asked some questions about whether or not these were senior house 
officers or more senior doctors and what level.  I think you said that you thought senior 
house officers were in fact adequate people to take consent in this circumstance?  
A I would have said they were adequately trained, yes.  
 
Q I think you will have seen from those whose witness statements you saw last week 
that most of them said they did not do it until they were a senior senior house officer on 
the acting registrar rotation?  
A That is so.  
 
Q And that would be appropriate?  
A Yes.  
 
Q I am not sure if you are aware from your reading, but in fact it is only from about 
a quarter of the families in the trial that senior house officers took consent?  
A I was not aware of that.   
 
Q If three quarters of the consents were taken by those who were registrar or above, 
then that is very good in the particular circumstances of a trial like this where you have to 
consent within four hours?  
A Yes.  
 
Q In any event, it might well be said that those who seek consent should be those 
who are involved in delivering the care under the study on a day-to-day basis?  
A I would say that, yes.  
 
Q The senior house officers were going to be the ones looking after the babies in the 
CNEP tanks?  
A Yes.  
 
Q They were going to be the ones more likely available to the parents should the 
parents have a further question?  
A That is right.  
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Q And also should the parents say, “We would like to withdraw from the trial” …  
A Yes.  
 
Q … they would be the ones available.  In any event, it may well be said that they 
are very appropriate people, because they are delivering the day-to-day care, to take the 
consent?  
A Yes.  
 
Q I just want to ask you a couple of questions about the CNEP system and indeed 
the rationale behind it before I move on to the question of scoring.  The position is this as 
far as the standard treatment would be concerned, or in fact if you have to do positive 
pressure ventilation:  in order to do it, you have to place the plastic tube into the trachea?  
A Yes.  
 
Q It is an invasive treatment?  
A Yes.  
 
Q It is painful to do it, particularly in a very small baby?  
A I would think so, yes.  
 
Q You require strong sedation, analgesia, during its placement?  
A Yes.  
 
Q And indeed while it is in use?  You would need some sort of analgesia in case it is 
causing pain while it is in place?  
A Yes, you would.  
 
Q If you misplace the tube, that will be fatal or it can be fatal?  
A Yes, it can. 
 
Q The tube can become blocked with secretions?  
A Yes.  
 
Q That can cause problems?  
A Yes.  
 
Q If you use excessive pressures - because it is positive pressure ventilation - you 
run a risk of rupturing the lungs?  
A Yes.  
 
Q Therefore, there is no way that you could say that form of invasive treatment 
would be safe; it carries risks?  
A Yes, of course.  
 
Q But it is necessary?  
A Yes.  
 
Q Because the babies cannot breathe, they have immature lungs and you need to 
engage in that treatment?  
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A Yes.  
 
Q In contrast, if you can avoid positive pressure ventilation by using CNEP, you are 
not placing a tube, you are not running the risk of a blocked tube or a misplaced tube or 
blowing too much air in through the tube.  Yes?  You are getting rid of those particular 
risks?  
A Yes, you do.  
 
Q Now just this in respect of, before I move on to the question of scoring: 
 bronchopulmonary dysplasia is recognised as a pretty nasty thing?  
A Very nasty.   
 
Q Very nasty thing.  The aim of this study, I am going to suggest to you, was to look 
at whether you could lessen the incidence of it by changing the way in which babies were 
ventilated?  
A Yes.  
 
Q So that is a good aim, to try and lessen something which is nasty?  
A Yes, and as it turned out there were only half of the cases of bronchopulmonary 
dysplasia in the CNEP group compared to the controls.  
 
Q Which seems to indicate?  
A Ten against 20.  
 
Q Indeed, which seems to indicate two things:  the aim of the study was good and 
some of the evidence coming out of it supported what was believed to be that this is less 
invasive and there could be a gentler and safer treatment?  
A Yes.  
 
Q I just want to ask you this on safer treatment or effective and safe treatment.  
I think you said yesterday you had read a number of the previous papers?  
A Yes.  
 
Q I think you know that in fact Dr Southall and Dr Samuels were the authors of at 
least one of them?  
A Yes, I mean, they had shown to my satisfaction that this was a reasonably safe 
procedure in children just a little bit older.  I do not think there was any need for me to 
have studied the literature in depth because it was not particularly relevant.  
 
Q I agree with you, Dr Stimmler.  The point I am about to put to you is this:  on 
what you have read in the literature and in what you have seen, is there anything 
anywhere, even up to now, up to today, in the medical literature - and I do not mean in 
trashy newspapers - is there anything in the medical literature that anywhere indicates 
that CNEP is not a safe and effective treatment that you are aware of?  
A Not that I have been aware of.  Unfortunately, this incident has stopped it 
continuing for nine years.   
 
Q I am very grateful to you for the use of the word unfortunate, because my client 
would agree with you in respect of that word.  When you say “this incident”, you mean 
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this complaint?  
A This complaint.  
 
Q And these on-going proceedings?  
A Yes.  
 
Q It has therefore affected, has it not, the way paediatricians have been able to make 
choices of treatments for their patients?  
A That is right.  
 
Q Thank you.  Just one question about surfactant I should have asked last night, or 
one point I should have made and then we will move on to look at scoring systems.  As 
far as surfactant is concerned and your point I think was, well, what would have been 
better for the trial would have been if you could have had the matched pairs having the 
same treatment, both having surfactant?  
A Yes.  
 
Q The position, however, would be this:  you would not necessarily be able to do 
that because if the second of the pair was not intubated, then they would not be given 
surfactant?  
A That is true.  
 
Q The problem really was that they had this treatment that was under a regional 
protocol, which ethically they had to give, they thought seriously about how to work it 
within the trial but there was going to be a problem in respect of there was no ideal 
answer?  
A There was none at the time - I mean, in retrospect I wished they had given them 
all the surfactant, even if it meant intubating them for the brief period that they were 
given the surfactant.  The risk of that type of intubation would not be at all great.  It 
would not be an indwelling tube; it would be there for the administration of the 
surfactant.   
 
Q I do not think anybody on this side of the room would disagree with you.  The 
point that we make simply is this:  because of the way it was introduced as a regional 
protocol, an ethical treatment they had to follow, this was not something that the Ethics 
Committee was going to change because all the Ethics Committee could have done was 
stop the trial? 
A Yes.  I do think they would have. 
 
Q Nobody was going to do that because the aims of this trial were laudable and what 
they were looking to study and what they were looking to avoid was good? 
A Yes. 
 
Q Let us come on to scoring systems then.  Can I see first what you understood in 
respect of the scoring system before examining some of the evidence you gave yesterday. 
 You were asked a question by Mr Forde at the very end of his questioning of you about 
Dr Spencer and his responsibility for scoring.  You replied by saying  
Dr Spencer never scored the babies so you could not see why he is responsible at all? 
A That is right. 
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Q Which seemed to indicate your understanding of the system was that somebody 
else scored the babies.  I think you said in answer to questions from  
Ms Sullivan when you were giving your evidence in chief that it was your understanding 
that Dr Southall and Dr Samuels sat down and did the scoring sheets for the babies? 
A That is my understanding, yes. 
 
Q Can you help us as to where you got that understanding from? 
A I had about 16 or 18 arch files of notes to work through.  I think it came from the 
first statement made by Dr Raine, but I would not swear to it.  I cannot remember, but 
that was in the notes.  I will stand corrected if it was otherwise. 
 
Q Let us see if we can explore it together.  It is not, of course, your fault  
Dr Stimmler, because you are giving evidence before Dr Raine, who in fact was one of 
the people instrumental in the scoring system, so you lose the advantage of reading his 
factual evidence and his transcript.  Let us go back to the rationale of scoring systems 
first, if we may.  The position is this, as you indicated yesterday and in answer to 
questions to me a few moments ago:  what they were looking to study was whether by 
using CNEP instead of positive pressure ventilation, or using positive pressure ventilation 
for a shorter time because, of course, some of the CNEP babies did still need PPV as 
well, whether they could reduce the PPV and reduce the complications of intubation? 
A Yes. 
 
Q Therefore, what the study was looking at was looking at outcomes in respect of 
lung disease? 
A Yes. 
 
Q It was not looking at whether somebody lived or died? 
A That is correct. 
 
Q Because, in fact, I think you said a large number of these babies, because of 
extreme prematurity, were not going to survive in any event? 
A That is true. 
 
Q I think the figure somewhere is that it is one in four or one in five was not going to 
make it in any event? 
A The results of the trial were better than that in both groups, were they not?  It was 
something like…  No.  I am getting confused.  It was about one in five. 
 
Q I think it was one in five? 
A It was a normal figure. 
 
Q At the time they started out and therefore they are devising the scoring system, 
they will know that one in four or one in five are not going to make it in any event? 
A That is right. 
 
Q Therefore, they are going to know that they are going to have dead babies within 
the trial group? 
A Mmm. 
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Q It is not the aim of the trial to determine whether the baby has lived or died.  The 
aim of the trial is to determine whether they can reduce the incidence of BPD? 
A Yes.  Whether they lived or died was a very important issue in case it was worse 
in one group than in the other. 
 
Q Absolutely, but I am not sure if you were aware that they were separately 
monitoring mortality? 
A No, I was not aware of that. 
 
Q I am going to suggest you would be aware of that in the paper, because they do 
deal with the mortality and they do deal with the comparisons? 
A Yes. 
 
Q So they were separately monitoring mortality regardless of treatment outcome 
scores? 
A Yes. 
 
Q The first thing I wanted to put to you was in fact this question of what the scores 
were.  If you look in bundle 3, divider 7, page 2.  It is a page you were taken to yesterday. 
 This is not a criticism of you, but this relates to what instructions you may have been 
given or what information you were given about the trials and the scoring sheets.  At the 
start on pages 1 and 2 you see a scoring sheet for a particular patient that we looked at 
yesterday? 
A Yes. 
 
Q We have got the record sheets on a patient.  This is a patient who died and died 
early? 
A Yes. 
 
Q You were taken to this particular patient’s trial sheet yesterday? 
A Yes. 
 
Q What you will see on the first page is records sheets on patients in the neonatal 
respiratory failure trial.  If you turn to page 2 you will see at the outset a title and the title 
is “Treatment outcome scores”? 
A Yes. 
 
Q I am going to suggest to you that that is a deliberate title.  It is not outcome scores. 
 If it was you might say, “The outcome in this case is death”? 
A Yes. 
 
Q And therefore that is very important to score.  It is treatment outcome scores.  I 
am going to suggest to you the subtle or significant difference is this:  what they are 
looking at in terms of these outcome scores is the effect of the particular treatment, CNEP 
or positive pressure ventilation on the standard treatment? 
A Yes. 
 
Q The reason they are looking at that is because, of course, the aim of the trial is to 
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see if they can reduce the incidence of BPD? 
A Yes. 
 
Q Therefore, they are looking at a scoring system that is going to have a causal 
relationship to that? 
A Yes. 
 
Q That is what you would expect them to do? 
A Yes. 
 
Q I am going to suggest to you is that the way to do it, and it is what happened, 
although you may not know it, is that they sat down before the trial ever began as a group 
of clinicians and said, “What is the aim of our study and what do we want to get out of it? 
 What do we want to learn from it?”  That would seem a sensible thing to do? 
A Yes. 
 
Q If they say, “The aim of our study is to find out if we can reduce the incidence of 
BPD as a result of using an alternative form of treatment”, then they want to devise a 
scoring system that will help them look at that question rather than whether somebody 
lives or dies? 
A I can see that. 
 
Q You can see that.  It would be appropriate for what they are looking to get out of it 
and the questions they want answered to be questions for clinicians? 
A Yes. 
 
Q So, a group of clinicians will sit down together and say, “The factors that we are 
particularly interested in are how long somebody has positive pressure ventilation for”? 
A Yes. 
 
Q That would be a key question.  How much oxygen they needed? 
A Mmm. 
 
Q What were the pressures that were used, the inspiratory pressures? 
A Yes. 
 
Q Whether they still needed oxygen at 28 days? 
A Yes. 
 
Q Whether in fact they suffered any complications like a pneumothorax? 
A Yes. 
 
Q Whether there was any adverse cerebral ultrasound appearance related to the 
treatment and whether they suffered a complication like necrotising enterocolitis? 
A Yes. 
 
Q They would all be very relevant questions they would be looking to address? 
A Yes. 
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Q In devising a scoring system that has got two purposes, in the first one you 
properly identified yesterday, which is to decide when to bring the trial to an end, in other 
words it is a system of deciding, “We have learned enough and we must now stop.”  I 
think you said yesterday you recognised that? 
A I did, yes. 
 
Q But also as a way of scoring information between pairs? 
A Yes. 
 
Q It would be important to sit down and say, “What is the best system we can devise 
to meet our particular aims”? 
A Yes. 
 
Q No system is going to be perfect.  There is none laid down anywhere that tells 
them what way to do it? 
A Mmm. 
 
Q It is a clinical decision between clinicians as to what factors they are specifically 
concerned about in their research.  You would agree? 
A Yes. 
 
Q In this case, and again it may be you do not know it and we are probably going to 
hear it from the next witness, clinicians involved in looking at what questions they 
wanted answered by way of a scoring system were Dr Southall, Dr Samuels, Dr Raine, 
whose witness statement I think you have read and is coming next, Dr Modi and 
Professor Harvey? 
A I did not think they did the scoring, did they? 
 
Q Yes? 
A They did.  I was not aware of that. 
 
Q That is why I said to you at the outset I wondered where the basis of your 
knowledge was? 
A No. 
 
Q There was a group of clinicians who met, six in total, and indeed it was also 
looked at, I think, by a Dr Meaks from another unit and somebody else? 
A But there was not anybody from North Stafford, was there? 
 
Q No.  So that you understand the sequence, what happened is that back in 
1988/1989 there were meetings that took place, three or four meetings, between groups of 
clinicians interested to see:  can we devise the clinical parameters that we are interested in 
having as part of our scoring system? 
A Yes. 
 
Q That is a good way of doing it, for a group of clinicians to sit down, all 
paediatricians, and look at what is the aim of the study and what they are going to look 
for.  You would not criticise that way of doing it.  No? 
A Yes. 
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Q They had three or four meetings and they invite a medical statistician along.  You 
can presumably see the relevance of his role? 
A Certainly. 
 
Q Because he has got to decide and help them as to what weighting they want to 
give to any of those particular factors? 
A Yes. 
 
Q He will then present them, and indeed he did, with several different models as to 
how you put your scoring parameters, whether you choose zero, five, ten or twenty and 
how they would work out in different examples? 
A Yes. 
 
Q What then happened is that a system is devised and agreed.  I am not sure if you 
understood that? 
A Yes. 
 
Q It is a system that, once it is devised and agreed, is there prospectively? 
A Yes.  There is obviously one flaw in it, which I would have thought they would 
have spotted and that is how to score the babies that died. 
 
Q We will come to that in a moment.  We think you are misunderstanding what was 
going on here? 
A No.  I did understand it perfectly.  I understood there was a need, even if they 
died, that up to the time they died they might have done badly or well from the 
respiratory point of view.  I understand that perfectly, but a system that then continues to 
score for respiratory factors when they are no longer in a position to respire seems to be--
- 
 
Q We say it does not.  We say you have misread these questions and I am going to 
take you through them.  We say it does not continue to score.  If you look at the wording 
of the question once it is devised, then the answer is correct for the fact the baby is no 
longer alive. We will come to that in a moment.  I need to take you through because we 
do not think you understand fully the process.  Please understand it is not a criticism of 
you.  We invited the General Medical Council to call Dr Raine as a witness before you 
and they elected to call you first, so you now have the disadvantage of not hearing an 
explanation from somebody who was intimately involved in devising the scoring system, 
so you had to an extent work it out for yourself.  That is why I am now trying to assist 
you with what was going on.  What they do is to devise a system and it is a prospective 
system.  That has, again, got to be right, has it not? 
A Yes. 
 
Q You cannot start doing scoring retrospectively when you see what the outcomes 
are.  That would not be appropriate in a trial of this sort, because it would allow you to try 
and manufacture or change a round of scores to produce a different outcome? 
A You cannot.  Once you have decided you cannot change it. 
 
Q Exactly? 
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A I think the way the dead babies were dealt with--- 
 
Q We will come to that in a moment.  Be patient and we will get there.  Let us stick 
with the question I am asking you at the moment, which is that once you devise a system 
it is not a question of retrospectively changing it because you get an outcome you do not 
expect or something that you do not like.  You have to standardise your system, 
producing your scoring sheet and then you have to score all in accordance with your 
system, good or bad? 
A Yes.  I know we are coming to it, but death, of course, was anticipated and 
therefore the scoring for dead babies should have been thought about. 
 
Q Why do you say it was not? 
A It does not look it on the score sheets that I was shown. 
 
Q Again, Dr Stimmler, you are facing the difficulty that you have not heard the 
evidence of those who were involved in it? 
A I am mystified.  Carry on please. 
 
Q They thought about it and they thought about it long and hard.  They looked at 
what the purpose of their study was and what it was they were training to gain? 
A I see that.  I still do not see why they needed to give a score for a baby being dead 
for four weeks. 
 
Q We will come to that in a moment because it is on the way the question is 
standardised.  I think you yourself yesterday volunteered in your evidence that you 
appreciated that in a scoring system what they were particularly looking at was what were 
the treatment outcomes.  I think your words were that they were specifically looking at 
what the lungs were like before they died and then they would obviously need to look at 
that question.  You appreciated therefore that it may not just be as simple as scoring a 
dead baby with zero, because if you did that you would effectively be eliminating the 
dead baby from the trial? 
A No.  I see that. 
 
Q If that is what you do, if you start scoring dead babies with zero, you effectively 
knock them out of the trial.  There is no point and no purpose, so any information you 
have gained in the course of that baby living for four weeks or six weeks--- 
A There are one or two score sheets I was shown, I think, would have deserved a 
much smaller score and that would not have knocked them out of the trial.  You could 
even include zero as part of the trial, as a number in the trial, so it would not necessarily 
knock them out. 
 
Q Is it all a question of what are you looking for and if the prime purpose of your 
looking is information relating to reducing the incidence of BPD, then you weight your 
scoring system accordingly? 
A I see that, yes.  I am not against the scoring system. 
 
Q We think you are, because we think the answers you gave yesterday would be the 
wrong answers on the system that is set down? 
A We can go over them again if you like. 
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Q I am going to.  Do not worry.  The point I am making to you is this:  You sit down 
as clinicians.  They did think about dead babies.  They knew one in four/one in five 
would die.  We will look at mortality separately.  They said, “What is the aim of our 
study?  The aim of our study is to make a comparison between the treatment with positive 
pressure ventilation and CNEP and what the outcome of that is on BPD?  That is what we 
are mostly interested in and we must therefore design our scoring system to answer those 
particular concerns.”  That is laudable and appropriate? 
A Yes. 
 
Q It was not about keeping babies alive.  Of course, the hope was that they could 
keep as many babies alive as possible.  The aim of CNEP was not that, because you may 
well do that just as well, as indeed the incidence showed, by positive pressure ventilation. 
The aim was about reducing lung complications and that was the key difference between 
the two forms of treatment? 
A Yes. 
 
Q Because were both were going to inflate the lungs, but the difference between 
them was one might give you the complications of sticking a plastic tube down and the 
other was not going to give that complication? 
A Yes. 
 
Q In effect, what the concern was, if you had read Dr Southall and  
Dr Samuels’s earlier paper, was effective these invasive intensive care procedures? 
A Yes. 
 
Q Dr Southall had been writing about it for years, about the concerns that he had and 
that were arising in respect of invasive intensive care procedures for babies who then 
subsequently died? 
A Sure. 
 
Q You are putting them through this system, so it was factoring the scoring system 
to look at the comparison between the invasive and non-invasive/gentler approach and 
that is what they needed to have by way of outcome? 
A Yes. 
 
Q Any scoring system that you devised in these circumstances was going to have the 
opportunity for someone to pick a hole in it, because there is no way you could design a 
single composite score that would represent the multifactorial nature of patient outcomes 
for these type of patients.  Correct?  The range of what happened in babies varied so 
greatly that you could not just devise seven, eight or nine questions that could represent 
the multifactorial nature? 
A I agree with all you say, but I still think they got it wrong with the babies that 
died. 
 
Q We are going to come there in a minute? 
A I wish you would. 
 
Q Be patient while I take you through what we say are important factors that you 
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have not considered.  We say you have not sat down…  I put it to you yesterday, I think. 
You have never yourself been involved in devising a scoring system such as this? 
A No. 
 
Q You have never sat in a clinical meeting where you have had to think, “How do 
we do it”? 
A No. 
 
Q You have never had to work with a medical statistician and say, “How do we 
weight it”? 
A No. 
 
Q You have never engaged in the exercise that Dr Samuels and Dr Southall and their 
colleagues undertook? 
A That is correct. 
 
Q They, if they give evidence in this case, will tell you that it is not an easy thing to 
do.  Dr Raine, who is going to be the next witness, will tell you that too, I think.  It was 
given a lot of thought, a lot of time, a lot of meetings and it involved a lot of intellectual 
input and a medical statistician.  It is not as easy as saying dead baby gets zero because of 
what they are looking for? 
A Carry on. 
 
Q I think you did say yesterday that you appreciated that the conclusions of the 
study – and they would say the principal conclusions of the study – were not in fact based 
on the score? 
A Yes, that is right. 
 
Q They did not use the score to write up their results, they used the score to say 
when the study should end but in fact it was not needed for that purpose – yes? 
A Yes. 
 
Q They wrote up their study and the outcomes based on looking at the clinical data? 
A Yes. 
 
Q And the relevance of the score, therefore, was effectively a stopping criteria 
principally? 
A That is right. 
 
Q Let me put this to you in terms of when they are looking at devising a scoring 
system.  If you have an infant who dies of an unrelated cause – in other words, does not 
die of a respiratory failure or respiratory death – and has had a relatively good clinical 
course on CNEP, as opposed to a child who survives but has had an absolutely wretched 
and horrible course on positive pressure ventilation – in other words, gets BPD and has a 
pneumothorax and has all sorts of other complications – surely it is correct that even if 
that baby number one has died after a number of weeks or whatever else, it should in fact 
be scored higher in a study… 
 
MISS O’ROURKE:  I wonder, sir, if Professor Hutton could be told to stop shaking her 
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head?  Her turn to give evidence will come.  It is very off-putting for me to see her 
shaking her head in the circumstances.  I do not mind an expert being in the room – it is 
appropriate they should be, to hear evidence that may come, but it is not appropriate for 
them to start shaking their head and trying to give evidence when they are not on oath and 
it is not their turn. 
 
THE CHAIRMAN:  I am sure Professor Hutton will take note.  I cannot actually see her 
because she is--- 
 
MISS O’ROURKE:  It is very distracting. 
 
THE CHAIRMAN:  Professor Hutton, perhaps you could take note of that observation.  
Thank you. 
 
MISS O’ROURKE:  I will go back to the suggestion I was making and it is this.  If the 
purpose of your study is to look at complications of the treatment and hence the words 
“treatment outcome scores” not “outcome scores”, then surely the child who does well on 
CNEP, does not develop BPD and has a good clinical course but dies of something 
unrelated should score higher than the one who has a wretched time on positive pressure 
ventilation because the study is looking to distinguish between the treatments, not life and 
death? 
A Yes, I can see that. 
 
Q So to score dead babies zero would be a nonsense because it would skew the study 
in terms of what the aim of the study was and the complications that they were looking to 
address? 
A I put that forward as a thought early on in my study of the case.  I withdraw that, 
but I still think that the scoring has to be different to what it was. 
 
Q You are, of course, labouring under the difficulty that you have not had the 
rationale for those who devised it? 
A That is true, but--- 
 
Q I am trying to put it to you and I am not a clinician. 
A …I have a rationale as well, so if you go over it with me I will tell you where I 
agree or disagree with it. 
 
Q Let me put you in the next example.  If a baby has a late complication of 
prematurity, for example necrotising enterocolitis, which causes that child to die, that is 
not likely in any way to be related to either the use or non-use of CNEP? 
A Not that we know of. 
 
Q So the scores should not be brought right down just because that baby dies of 
something unrelated, should it? 
A This is one of my problems, is it not?  Necrotising enterocolitis can happen at any 
time while the baby is in hospital. 
 
Q Absolutely. 
A The fact that it died at one day of age and has not got necrotising enterocolitis 
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should not give it a score for not having necrotising enterocolitis – because it might have 
developed necrotising enterocolitis if the infant had lived. 
 
Q I understand that, Dr Stimmler, but that is not the point I am asking you – and we 
will come to your comment yesterday on that.  The point I am asking you is this.  The 
baby lives and is doing very well on CNEP, is not having any lung complications and 
then, sadly, succumbs to necrotising enterocolitis as a complication of its prematurity; it 
has not succumbed to anything related to the CNEP treatment and this is a study looking 
at treatment outcomes, not looking at would you have died of something else in any event 
it is looking at what is the difference between two modalities of treatment – yes? 
A Yes. 
 
Q So your scoring system should reflect something that is causally related to your 
treatment modality? 
A Yes. 
 
Q But it should not reflect something like necrotising enterocolitis as a complication, 
killing the patient when the patient was otherwise doing well and that patient should not 
now be reduced to zero? 
A I accept that. 
 
Q You accept, therefore, that when you are designing a scoring system what you 
must do is look at what is the information you are trying to get and you must then say no 
system is foolproof – you agree with that? 
A Yes. 
 
Q What we must do is we are just defining, we are looking at something that is 
arbitrary, because they are making it up themselves? 
A Yes. 
 
Q This is a new study, no-one has done this before, so they cannot go and borrow a 
scoring system from somewhere else? 
A Correct. 
 
Q Therefore, the scoring system that they devise is going to be untested? 
A Yes. 
 
Q So they have to put a lot of thought into it and decide “What is the weighting 
strategy that we want to put on it and we will get a statistician to help us”? 
A Yes. 
 
Q But once they then go with it, it would be entirely improper for them to change the 
weighting rules retrospectively when they know the outcomes? 
A Yes. 
 
Q So therefore they are stuck with having to devise a system which is arbitrary 
untested, they cannot borrow it from someone else, they have to make up and decide what 
are the clinical factors, and it is a question of what they, the authors of the study want to 
achieve – yes? 
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A Yes. 
 
Q So it is their decision, and rightly so, because they are saying “We’re the ones 
who are going to write it up and we are looking at achieving something” – it is their 
decision as to what factors they think are important and they want their study to reflect? 
A Yes. 
 
Q So it is their choice if they say “Mortality isn’t so important to us, particularly if it 
is unrelated to the treatment and we are going to watch it separately and we are going to 
write it up separately in a paper, that is not what we are looking to achieve” – it is their 
right to do that, yes? 
A Yes. 
 
Q The scoring, effectively, is a management device for their study – yes? 
A Yes. 
 
Q Again, they are entitled to decide how to manage their study? 
A Yes. 
 
Q Because they are the ones that, if they publish it, they get peer reviewed or not, 
whether they get slated off for it – yes? 
A Yes. 
 
Q And they either produce valuable work or not, yes? 
A Yes. 
 
Q If they produce a pretty poor scoring system then others in the profession will say 
“Your work is of no value” – yes? 
A In the publication they did not use the scoring system as part of the publication--- 
 
Q Indeed, in any event. 
A …they just mentioned it. 
 
Q Absolutely. 
A They would not have said any of those things, would they? 
 
Q I agree but, Dr Stimmler, as you probably know or you should know, these 
doctors face charges of professional misconduct in respect of devising a management 
device for a study that they wrote up ten plus years ago.  You do understand that, do you 
not? 
A I do, yes. 
 
Q Do you think that is appropriate, that in respect of a management device that they 
should be facing, given, as you say, what the purpose of the scoring system was and what 
was useful, do you think it is appropriate? 
A No. 
 
Q Thank you.  Let me put another scenario to you before we go on to look at what 
you specifically said.  Say we get two patients in a study, both of whom die at 20 days, 
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right? 
A Yes. 
 
Q And both die of a non-respiratory cause? 
A Yes. 
 
Q One of them, during his short life, had a wretched time, he had multi-invasive 
respiratory interventions, he had surgery for patent ductus arteriosus and he had 
necrotising enterocolitis – okay? 
A Yes. 
 
Q But the other one did very well in respiratory factors and then succumbed to a 
non-respiratory cause – yes? 
A Yes. 
 
Q So these are the two in the pair.  It would be entirely wrong, given the aim of the 
study to score them both as zero, would it not? 
A Yes.  I thought we had already established that the zero from my point of view 
was inappropriate.  I changed that in my second report anyway. 
 
Q What you actually have to do is you have to look at what information each child 
will contribute to the study in total rather than actually comparing pairs? 
A Sorry, say that again. 
 
Q I have written that in shorthand note form and I will put it more fully.  This was a 
trial with pairs--- 
A Yes.  I think I have got the gist of it.  You are saying in the end what you have 
really achieved, you have got two groups which are very similar to each other. 
 
Q Absolutely. 
A That was the main object of the exercise. 
 
Q Absolutely. 
A And that in the end  you get the total result.  The bottom line, of course, who still 
needed oxygen at 56 days. 
 
Q Absolutely.  The point is this.  It is not a question of doing as the General Medical 
Council have done here and said “One of the heads of charge is that in five cases, the 
pair, the dead one scored higher than the other and therefore there is something done very 
wrong”, because what you are doing is you are looking at each child, what they have 
contributed to the learning of the study by the treatment they had and what happened to 
them rather than comparing the individual pair in isolation.  In other words, it is entirely 
wrong, in the way this study worked, to suddenly pick out five pairs and say “This one 
did more than that” because they were never comparing individual pairs in that way, 
either in their write-up or indeed in what happened? 
A The only trouble with that is the only two score charts I was shown of dead babies 
were the two, one had died at two days and one at one day. 
 
Q I was about to come to my next question, that yes, you may have babies who die 
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at two or three days but you may also have children who died with major morbidity? 
A I accept that. 
 
Q So in fact it will balance out.  No system is foolproof and because you are not 
reflecting in that study either the major morbidity, that is the same consequence? 
A The basic consequence of this is rating scores for babies that died that you might 
not have expected to have happened.  You see, it is all very well you have to have a 
single score sheet and you have got to put a marker down what happened at 56 days but if 
they were not alive at 56 days that score that was given for not requiring oxygen at 56 
days sounds ridiculous.? 
A It does on one approach, it does not on another and that is what I am going to 
suggest to you.  It is a question of looking at the approach.  Let me put this proposition to 
you as well.  You may say that early depth at 24 hours, although a bad outcome because it 
is death, is arguably a better outcome than a late death at 56 days after multiple 
respiratory complications.  They are both death but in the first case the child who has died 
within 24 or 48 hours has in fact not had the horrible time that the child who has 
succumbed at 56 days has had? 
A That could well be the case, yes. 
 
Q What this study is looking at is suffering morbidity rather than death as such, 
hence again the emphasis on treatment outcome score?  
A You are not going to convince me about this because you cannot give scores on a 
baby that died at 24 hours which are better than the scores of the one that died at four 
weeks when all the things you are scoring on just could not have happened anyway.  
 
Q The point and I will put it to you, Dr Stimmler, probably the last time in this way, 
the point is this if you die at 24 hours without all the complications---  
A You can be better off, I accept that.  
 
Q That is the point.  You, in fact, have had a better treatment outcome?  
A (The witness laughed)  Yes.   
 
Q Because what this study is looking to do---  
A I am not against this study, as you can gather.  I only picked on this one point 
which if they were doing the study again they might have improved on.  That is all I can 
do really.  
 
Q I think if they ever get to give evidence they will tell you they would not change 
that scoring system--- 
A They might. 
 
Q What they were looking to do was deal with morbidity and respiratory 
complications and this system was devised in order to answer that question.  Therefore 
from the point of view of their study the baby who died without the horrible respiratory 
outcome had a better outcome than the baby who died with it even if that baby lived 
many more days because that baby had multiple invasive procedures during that time?  
A That is looking at quality of life, it is not looking at respiratory--- 
 
Q That was purpose of their study.  Perhaps you had not gleaned that?  
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A Any study has to be on the quality of life, of course, but the main mathematical 
concept of the study was to see who scored better from the respiratory point of view.  
 
Q No, it was not, it was---  
A That is what you said just now.  
  
Q It is as I put to you at the outset; they were looking at quality of life.  Dr Southall 
had become very concerned about invasive intensive care procedures causing babies huge 
amounts of suffering and in particular if the baby then died having had all this ventilation 
and had a wretched time and they were looking to lessen the complications of intubation 
and positive pressure ventilation.  They were looking to lessen the time spent in intensive 
care and they were looking to lessen the time of intubation.  That was the purpose and 
you know that was what was happening in bronchiolitis.  You have presumably read the 
papers on that, have you?  
A Yes.  
Q So that was their aim and everything was designed to towards looking at what are 
the horrible complexities of how long you are ventilated.  So a scoring system must 
reflect that. Yes?  
A Yes.  
 
Q In fact, although the scoring system for dead babies is criticised in 21 out of 26 of 
the pairs where a child died the scoring ran with mortality?  
A That is not surprising.  
 
Q Yes.  So even on their scoring system---  
A No, no--- 
 
Q ---which you criticise---  
A I am not criticising it as a whole, I am just criticising the way they should have 
foreseen about certain obvious anomalies.  
 
Q They did foresee it but there was no foolproof system, it was a valid system. We 
are not suggesting it is the only valid way of doing it.  I am sure there would have been 
other ways of devising a system but this was one of way of doing it that met their aims 
and the aims of the study.  It might be it is the most valid way, we are not even saying 
that but we are saying it is a valid system but not the only one?  
A No, I accept that they did it in all honesty and so on.  I certainly do not think it is a 
terribly serious issue in this case.  
 
Q Thank you.  The point I make to you is this, any system that you devise was going 
to throw up anomalies because of the multifactorial range of what was going to happen to 
these children, any system?  
A I may be wrong but I thought that just not scoring after they died would not cause 
any anomalies.  
 
Q Right.  You say that.  I am going to put to you examples as we go through your 
scoring of where it would.  
A I only gave ideas on two cases both of whom died very early.  
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Q Indeed.  The question is this, have you sat down and tried to devise a scoring 
system for this particular even now with the benefit of what is known afterwards?  
A I would do it more or less the same as they have done it except I would not score 
for things that could not possibly happen.  I mean, to give a score for not requiring 
oxygen at 56 days seems to me inherently wrong.  
 
Q I will come in a minute to your scores and see how you would otherwise have 
scored it because you would need to rewrite your question is the problem.  You have gone 
through the coring sheets and you have said I would be give zero but zero would be the 
wrong answer to the question on the sheet and so you would in fact have to rewrite the 
question which means you would have to rewrite your scoring system.  The question I am 
asking you before we get into the detail of it is, have you actually sat down and tried to 
write a better scoring system because you now have a huge benefit these guys did not 
have.  You are now doing it after the event with all the information available, all the data 
available, whereas they were doing it, as I suggested to you, in an untried, untested and 
arbitrary way?  
A Yes, I would have done it exactly the way they did it except, first of all, the 
question of death from a non-respiratory cause is a very difficult one when there is no 
autopsy.  I would have aimed at trying to get autopsies on the babies that died.  I can see 
that that is a very difficult thing to achieve.  Secondly, like the case I have got in front of 
me, intermittent presence of positive pressure for less than four days, 15, but it was not 
for less than four days.  It was only two days.   
 
Q That is less than four.  
A I know, I know. 
  
Q That is what I am saying, you would have to rewrite the question?  
A Okay, I would go along perhaps with that one.  
 
Q We will come to them in a minute.  Just finish off the general point and then I will 
take you through the score sheets and go through them one by one and tell you why you 
are wrong on the answers you gave yesterday, or why we say you are wrong. I just want 
to say this.  Stick with the question that I did ask you.  You have not, in fact, sat down 
and worked out even with the benefit of hindsight and everything you have, you have not 
sat down and worked out a scoring system for this particular case? You have not yourself 
drafted any questions or looked at it.  Is that right?  
A No.  I have looked at their scoring system and liked it actually.  
 
Q Sorry? 
A With the exceptions that we are arguing about I looked at the scoring system and  
I liked it.  So I would have done the same.  Even the numbers seem right to me.  
 
Q Let me just deal with this as well.  You gave in evidence that your understanding 
was that it was Dr Samuels and Dr Southall that sat down and wrote the score?  
A That is true.  
 
Q What, in fact, happened so that you understand it is that the data was collected in 
respect of every patient, yes, and then after the data was collected in one case Theresa 
Wright - have you heard of her?  
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A In this study, yes.  She was the nurse, the research nurse.  
 
Q Theresa Wright sat down and did the scoring sheets based on the clinical data.  
Dr Samuels and Dr Southall never went near them.  Did you understand that?  Had you 
understood that?  
A No.  
 
Q They never saw them.  It is not their writing on any of those scoring sheets. They 
did not do any scoring at all.  They did not add anything up.  The sheets were completed 
by Theresa Wright or in some instances Kate Lockyear but mostly Theresa Wright at 
Stafford, Joe Raine down in London.  Those scoring sheets were then sent to the trial 
statistician, John Alexander, and he collated all the sheets, corrected them if there were 
arithmetical medical errors or if he thought that something was inappropriate or wrong 
based on the data he had and then he collated in a statistical form all the treatment 
outcomes scores.  Yes?  
A Yes.  
 
Q One of the reasons that Dr Southall and Dr Samuels never looked at them is they 
were the people who were doing the randomisation exercise?  
A Yes. 
 
Q You understood that?  
A I understood that.  
 
Q They were the ones that were kept remote both from clinical treatment of these 
patients and seeing therefore what was happening to the patient clinically in terms of 
outcome?  
A Yes.  
 
Q And from seeing the score sheets which were going to be based on clinical data?  
A Yes.  
 
Q That is a perfectly appropriate thing to happen; that because they are involved in 
the randomisation and are going to be writing the ultimate paper they should be kept 
away from any opportunity to influence any of the scoring or, indeed, any of the clinical 
treatment?  
A Yes.  
 
Q That is a good thing in a study?  
A Yes, it is.  
 
Q It shows whoever devised it and designed this thought long and hard about it and 
said that is appropriate?  
A Yes.  
 
Q So, therefore, what happened is the sheets that you have been looking at and, in 
particular, the sheet that you have looked at behind divider 7, at pages 2 through 5, that it 
is filled in my by the specialist study nurse, Theresa Wright?  
A Yes.  
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Q She is the one who circles it and puts the figures on it.  Yes?  
A Yes.  
 
Q She is the one who tots it up at the end.  Yes?  
A Yes.  
 
Q She does it based on data that has been collected in respect of the patient 
throughout the patient’s time in intensive care.  Yes?  
A Yes.  
 
Q I can show you an example of the way in which the data is collected if you go into 
file 2.  We are now going to look at patient number 7, I think you know who she is, we 
have looked at her.  It is behind divider 4.  Have you seen a sheet like this before?  
A Somebody’s medical records?  
 
Q This is called “Record sheet for patients in CNEP trial.”  Sorry, page 74.   
A Yes, I have seen that, yes.  
 
Q Have you seen sheets like that before?  
A Yes.  
 
Q These are not scoring sheets but these were what was kept as data sheets?  
A Yes.  
 
Q What you will see is “Record sheet for patients CNEP trial data numbers marked 
with A+ to be answered in the following fashion: yes; no; not applicable; not available” 
etcetera.  You see that?  
A Yes.  
 
Q So what happened is in respect of the clinical records of each all these patients 
these data sheets were filled in?  
A Yes. 
 
Q Then when the scoring sheets came to be completed they were completed from 
these data sheets?  
A Yes.  
 
Q So you will see that the sort of information that was being collected: trial number; 
centre; sex; race; time of birth; multiple birth, etcetera, and then, for example, if you look 
at number 17, do you see that?  
A Yes.  
 
Q “Peak pressure on initial ventilator setting.”  So that is one of the questions that 
goes on the scoring sheet you will recall.  Yes?  
A Yes.  
 
Q Then “19 IPVB at 4 hours” which is irrelevant to entry into the trial.  Then “Peak 
pressure” do you see that as well?  18, 19, 20, yes?  



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D21/24 

Transcribe UK 
VRS Ltd 

01889 270708 
 

A Yes.  
 
Q Then on the next page you see again, for example, 24 “What treatment modality”?  
A Yes.  
 
Q Then you see times of treatments.  Then under a title “Respiratory system” you 
see details now about intubation and peak pressures.  Oxygen requirement at 28 days, do 
you see at number 39?  
A Yes.  
 
Q So you will see as far as that was concerned that you have to answer the question 
in the way: yes or no, not applicable, not available and you will see that one on the peak 
positive pressure because this is, of course, the child who died at two days?  
A Yes.  
 
Q Then if you look on the next page you will see again the sort of questions that 
were being asked and a number of them are not applicable or no because this child has 
died.  Yes?  
A Yes.  
 
Q Then can I just take you because it was an issue when we looked at this patient 
and I think you commented in respect of this patient that, or the question was effectively 
put to you by way of a feed that this patient did not have a scan?  
A Had a scan but before it died.  Soon after its birth.  
 
Q Because I am going to suggest to you, if you look on page 80, you will see 
question 128 and 129 “Cranial ultrasound pre entry into tanks”, that is before it goes into 
CNEP.  The answer is 1 which is yes?  
A Yes.  
Q Then “Pictures of cranial ultrasound pre entry into tank” and, again, the answer is 
1 which is yes.  Do you see that?  129?  
A Yes, yes.  
 
Q So we are going to come to it later in respect of the other patient that it was 
suggested to you that there was no ultrasound at all and you said well, it might have 
dropped from the notes or from the records.  These are the data sheets that were kept. You 
can see very detailed questions, I am going to suggest to you, asked, 151 different 
questions asked?  
A Yes.  
 
Q If you look right through to page 82?  
A I am a bit confused.  
 
Q We will probably have a break in a moment because I think it may be that the 
doctor has been giving evidence for more than an hour and it is a complicated area.  What 
I want to suggest to you is this:  what you have starting on page --- 
A Can I ask you a question?   
 
Q Yes. 
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A Under the heading “Central nervous system.  Cranial ultrasound appearances at 
56 days or on last” ---  
 
Q “... last scan preceding death”.   
A “Questions 123-127:  Unilateral = 1, Bilateral = 2”.  Under question 129, “1”, so 
does it mean they found a problem on one side?   
 
Q No, I think we take that “1” to be the one right from the start of the sheet on page 
74; 1 equals yes and 2 equals no.   
A Then it is very difficult to follow because ---  
 
Q It is only questions 123-127.  I think you have not read it properly.  Cranial 
ultrasound appearances and whatever are questions 123-127, unilateral, bilateral.  You are 
looking at question 129.   
A I am still not with you.  
 
Q Right.  I think we will take a break in a second.  “Central nervous system.  Cranial 
ultrasound appearances at 56 days or on last scan preceding death”.  Do you want to read 
the next line?  
A “Questions 123-127” - oh I see.  I see.  Okay, I understand it now.   
 
Q So in fact the “1” there relates to ---  
A They had it or did not have it.  
 
Q Indeed.  What I wanted to put to you - and then I think, sir, it might be appropriate 
to take a break as I think the witness may be getting tired of my questions - what you 
have here is an eight page document going from 74 to 82 that would not form part of the 
clinical notes of a patient such as this in normal circumstances.  It relates solely to the 
trial?  
A Yes.  
 
Q It is very detailed?  
A Yes.  
 
Q Shows that they are looking at all the right things and indeed and more.  Yes?  
A Yes.  
 
Q They are asking lots of very relevant questions and collecting lots of very relevant 
data?  
A Mmm.  
 
Q Which they are then going to use for the scoring sheet?  
A Yes.  
 
Q That is again an indication of a well designed, well thought through and well 
executed study?  
A Yes.  
 
Q A lot of work has gone into this to collate all this data even in respect of a patient 
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who only lives a few days to answer all those questions.  Yes?  Careful, well thought 
through, a lot of work?  
A Yes.  
 
Q This is collated and then used to fill in the scoring sheets and that is an appropriate 
way of doing it, is it not?  
A Yes.  
 
MISS O’ROURKE:  Sir, I will come back to the scoring sheets and the anomalies after 
the break.  
 
THE CHAIRMAN:  Thank you, Miss O’Rourke.  We will take a break now for quarter of 
an hour and come back at five-to eleven.   
 

(The Panel adjourned for a short time) 
 
THE CHAIRMAN:  Miss O’Rourke.  
 
MISS O’ROURKE:  Thank you, sir.  Dr Stimmler, we were looking at data sheets and 
I was suggesting to you those were the data sheets that were used to then complete 
scoring sheets.  Okay?   
A Yes.  
 
Q What I am going to suggest to you is every single patient in the study had a data 
sheet.  Right?  
A Yes.  
 
Q Not every single patient in the study had an autopsy.  Apart from anything else 
most of them did not die.  Yes?  
A Yes.  
 
Q Even those who did die, many of them did not have a post mortem or an autopsy?  
A Yes.  
 
Q So to avoid the risk of bias in your scoring, it would be inappropriate to rely on 
post mortems or autopsies when filling in your scoring sheets?  
A That is true.  
 
Q Particularly because the autopsies and post mortems would be done by different 
people and may rely on other clinical data, so the best way of doing your scoring sheets is 
relying on the data sheets which were standardised for all the patients?  
A Yes.  
 
Q Therefore, when we come now in a moment to look at these scoring sheets, it 
would not be appropriate to do - and it is not a criticism of you because you were taken to 
it by Ms Sullivan - to do as you did yesterday for Patient 41 and to judge your scoring on, 
for example, the post mortem at page 12?  
A Yes.  
 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D21/27 

Transcribe UK 
VRS Ltd 

01889 270708 
 

Q Would you agree?  
A That is very difficult.  It is very difficult to ignore a post mortem.  Even though 
I agree that the way the trial was devised you could not really rely on post mortems 
because they did not all have them.  
 
Q I am going to suggest to you that because they set up a system, recognising the 
majority were going to live, that even of those who died some would not have post 
mortems, and those that did they would be undertaken by different pathologists, 
clinicians, whatever, and there would be a risk of bias, that they set up the data sheet that 
I showed you and they then compiled the scoring sheets for everybody from those data 
sheets and nothing else?  
A Yes.  
 
Q That is a good way of doing it to eliminate bias.  Yes?  
A Mmm.  
 
Q Therefore - and as I say it is not a criticism of you - yesterday you gave your 
answers to some of the scoring for Patient 41 based on the post mortem?  
A Yes.  
 
Q In fact, the answers as to the scoring should be based on the data sheets collected 
based on that particular patient’s records because that is how it was done.  Yes?   
A I accept that and it is a problem.   
 
Q Yes.  Before I then go finally on to these treatment scoring sheets, can I put this to 
you:  the trial had an asymmetric sequential design?  
A I did not understand that.  I understand your question but I do not - you have the 
statisticians for that.  I have not the slightest idea what it means.  
 
Q Okay, then I will not ask you anything else about it.  Let me put to you this and 
see if you understand this aspect of it:  what that meant or what it was intended by the 
clinicians to mean was that if, for example, CNEP was making BPD worse, the trial 
would stop?  
A No, I understood that.  
 
Q Again, that is a very laudable thing that they were watching for?  
A Yes.  
 
Q Thank you.  Can we come now then to the scorings and the scorings in particular 
that you looked at for Patient 14 and indeed Patient 41?   
A Sorry, was it not 7?   
 
Q You looked at three.  I think Ms Sullivan took you to three different patients.  She 
took you first to Patient 14, who was trial number 226.  She then took you to Patient 41, 
who is the one behind divider 7 and then she took you to both Patient 7 and 6, who are in 
a different file.  Okay? 
A Yes. 
 
Q So I am going to go back through with you those same patients and look at the 
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scoring sheets in respect of those patients.  Firstly, can I look at the question of what the 
scoring sheets are looking at and what the questions are?  We have looked already at the 
fact - and divider 7 will do if you are in that file.  I think it is file 3.   
A Which file is that?   
 
Q File 3.   
A That is the one in front of me.   
 
Q Yes, it is divider 7 and it is page 2, “Treatment outcome scores”?  
A That was Patient 7, was it not?   
 
Q No, this is Patient 41 I think.  I stand to be corrected - no, this is Patient 41.  Yes, 
I think we see that on page 14.   
A That is the one that had the post mortem.  
 
Q Yes.  Okay?  
A Yes.  
 
Q You see it says:   
 

“Survival ...   
Death from non-respiratory cause ...  
Death from respiratory cause ...”   

 
Yes?  
A Mmm.  
 
Q I am not sure if you had read the next part of what is written below.  You see 
where it says, “A respiratory death was defined as follows”?  Do you see before you get 
to question 2, which is below the second punch hole, there is a piece of text that starts 
with the words, “A respiratory death was defined as follows”?  You see that?   
A Yes.  
 
Q Had you read and taken that on board? 
A Yes. 
 
Q You had, you say?  Yes?  
A Yes.  
 
Q Well, you would therefore appreciate that a respiratory death for the purposes of 
question number 1 and scoring has a very limited definition?  
A Yes.  
 
Q It is just that when you looked at scoring this particular child, you said that as far 
as you were concerned this child should have scored 0 because it died from a respiratory 
cause?  
A Yes.  
 
Q When you were asked why that was, you referred to the post mortem.  Yes?  
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A Yes.  
 
Q That is on page 12.  You said that it died from respiratory cause because there was 
comment there in respect of the haemorrhage and, down at the bottom, lungs and 
pulmonary vessel and you said this child effectively had RDS and effectively therefore 
had died of respiratory cause?  
A Yes.  
 
Q Right, but all the babies in the study could have been labelled as dying from 
respiratory disease because they all had RDS?  
A Yes, that is right.  RDS was part of the reason for the trial.  
 
Q They would not be in the trial unless they had RDS? 
A Yes. 
 
Q So therefore that is why, in developing their clinical question and asking their 
statistician to score it, they adopted a definition of what they meant by death from 
respiratory cause?  
A Yes.  
 
Q It is appropriate to do that and to choose the two things that they have chosen 
taking into account the aims of the study?  
A Mmm.  
 
Q Yes?  
A Yes.  
 
Q Sorry, three, because it is (1) inability to maintain oxygen saturation, (2) acute 
respiratory arrest or (3) after 28 days ventilation at that level for 48 hours.  Yes?  
A Yes.  
 
Q Therefore, if you in fact score this baby on the actual definition of a respiratory 
death, this baby is correctly scored at 25 because it did not die from a respiratory cause as 
they have carefully defined it.   
A I am surprised at that.  Have you got the data sheet on that one?   
 
Q We do not and I think we need to have those made available to us.  We do not 
have the full notes.  We have only had a selection of the notes and we need the data 
sheets for this particular ---  
A I am very surprised that a baby that collapsed like this will still be able to breathe 
well.   
 
Q Well, there are a number of possibilities for this baby.  It could have had renal 
failure.  It could have had its heart stop ---  
A I now understand the rationale for giving 25.   
 
Q Right.  You understand the rationale for giving 25?  So in respect of this patient, 
where you say you think it should have scored 0, my response is on the basis of that 
restricted definition of respiratory death you would amend your response on that?  
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A Yes.  
 
Q Thank you.  You then looked at question 2 and said as far as you were concerned 
the scores should have been 0 for question number 2 for this patient?  
A Yes.  
 
Q But 0 is where you have intermittent positive pressure ventilation for more than 
28 days.  Yes?  
A Yes.  
 
Q This baby did not have intermittent positive pressure ventilation for more than 28 
days.   
A That is right.  
 
Q So it would be wrong to score it 0?  
A That is where - I cannot see that.   
 
Q Well, it would because what they are looking at ---  
A I know, but it is almost like a game.  If the baby did not live to anywhere near 28 
days, how can you score him as if he might have done?   
 
Q Is not the point this  
Q Is not the point this, Dr Stimmler:  it is to an extent like a game?  You are devising 
the rules of the game like rugby or soccer.  You are devising when you score whether you 
score three points or one point or five points for your try or whatever.  You are doing it 
based on what your outcome is, what you are looking at.  What you are looking at is how 
long somebody has to have IPPV, because that is a bad thing.  I think you agree with me 
it is a nasty thing.  It runs huge risks? 
A Yes. 
 
Q You are looking to say, “That is our worst scenario, having to have intermittent 
positive pressure ventilation for more than 28 days.  We want to score that zero.”  That is 
worse than somebody who lives for 21 days and does not require it at all, one that dies of 
a non-respiratory cause.  We want to give a better score to somebody who dies at 25 days 
of an unrelated matter but has had a good life and no need for positive pressure 
ventilation.  We want to score them higher than somebody who has more than 28 days of 
IPPV.  On your answer giving zero we would be treating that person who lived for 27 
days without needing any IPPV and who was perfectly fine during those 27 days, but died 
of some other non-respiratory cause – we would be giving them the same bad outcome as 
somebody who had 28 days plus of the very thing the study is looking at and that would 
be wrong, would it not?  It would be wrong to give zero to somebody who lived 27 days 
without the need for any ventilation if the whole study is about avoiding the effects of 
ventilation and the complications that come from it? 
A I do not think we will ever agree on that… 
 
Q The point I am making to you is this--- 
A  …because if a baby dies – I have forgotten.  It was very short, less than 24 hours. 
 If you give him a score of 15 for not having IPPV for four days it seems to me bizarre. 
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Q He did not have it? 
A I know. 
 
Q So 15 is the right score on that question? 
A I just think that there is a need to devise a different score, a need to devise a score 
that included the problem of babies who did not live that long. 
 
Q You tell us the answer on that one then? 
A If it had lived for 27 days you would have given all the scores appropriate up to 
27 days. 
 
Q But how do you do it on that question?  You tell us how you deal with the 
question they were concerned with here, length of IPPV which they saw as an evil or a 
risky evil.  You tell us how you would re-word a question--- 
A If it lived for 27 days, I suppose you would give ten.  No.  You would give five. 
 
Q Why, if he was not ventilated at all in 27 days?  Why would you not give him the 
whole score? 
A Oh, I see.  Because we do not know whether he would have needed ventilation for 
the last week. 
 
Q 27 days.  I am saying to you that you cannot think of a better question, can you, 
that would reflect - the weighting was between – you will see how they do it – zero, five, 
ten, 15 - that they think ventilation for four days is bad but not as bad as four to ten which 
therefore should be scaled down, and not as bad as IPPV for eleven to 28, so eleven to 28, 
on their weight, they think is three times as more serious than having it for four days.  
That is what they are wanting to reflect.  They are wanting to reflect the duration of 
IPPV. You tell us what is the better question to reflect that?  (Pause)  They are looking at 
mortality separately.  They are looking at morbidity and that is the end of the study.  Yes, 
this child has died.  That will be put somewhere else in the paper and it will be separately 
monitored, but if the main aim of the study – and, of course, you are going to have a few 
anomalies in answers – is to reflect the evil of IPPV, then this question surely is 
appropriate and appropriately weighted to reflect what they are looking to get out of it.  
They do not want to know about the one who died.  They want to know about it for other 
reasons, but that is not the aim of the study.  They want to know how long you ventilated 
for.  You tell me how they would do that question better? 
A (Pause)  I must say I would still have given him five. 
 
Q That would have been wrong.  That would have skewed the study, because five 
would say he was given IPPV for eleven to 28 days and he only lived two days? 
A Maybe I would have given him nought, which I think I did. 
 
Q You cannot give him nought because he did not have IPPV for more than 28 days. 
It would skew your study to suggest this is someone who required long term ventilation 
when he did not.  You cannot give him nought.  That would have been a wrong answer.  
Do you understand?  That is why it is question number 2, right at the very outset.  This is 
a study looking at the effects of IPPV and how long people are having to have it and 
whether we can reduce the time.  Why on earth would you score as the worst case 
somebody who did not need it at all? 
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A I do not like the idea they should give them a score when they have died.   
I really do not, even for IPPV. 
 
Q Let us go on and look at question number 4, because I think you say that should 
have been zero as well.   
 

“Maximum inspired oxygen requirement” 
 

and you say it is given 6, 4, 2 and it is given a score of 12.  You say, “I would have given 
this a score of zero”? 
A It did not live for 24 hours. 
 
Q Yes, I understand that, but you say you would have given it a score of zero? 
A Yes. 
 
Q A score of zero would mean that it had greater than 80% oxygen for more than 
eight days on this scoring system.  That is not right.  This child did not have greater than 
80% oxygen for eight to 27 days.  That would be a wrong score? 
A I do not like the scoring system as regards dead babies and I still do not, whatever 
you say.  I cannot quite see how…  You will have to ask the statistician whether that 
would have skewed the data, if you did that.  I do not see why it would have done. 
 
Q It depends on what you are looking for the data to show you.  If you are looking to 
address morbidity, then these are all the right questions, you agreed with me at the start.  
These are all the questions really aimed at those who lived and aimed at what 
complications they had and how many days, but you have to take into account that you 
are going to have one in four/one in five die.  You are designing the scoring system 
effectively to look at morbidity and the long term complications.  You cannot just exclude 
the dead babies from it, can you, because then you are throwing away a quarter or a fifth 
of your study and you are taking no information from them, whereas some of them may 
have lived for three weeks and four weeks with a very good outcome and succumbed to 
another cause, and you have got material you can learn from the study in respect of them? 
A I can see that, but I still cannot get over the problem of giving them scores for 
things that they could not possibly have experienced. 
 
Q Let us look at question number 5.  You are saying zero again.  Oxygen 
requirement at 28 days? 
A Right. 
 
Q It did not need an oxygen requirement of 28 days? 
A Exactly. 
 
Q So the answer on the scoring system would be 30, not zero? 
A I do not like it. 
 
Q Because if you get zero it implies that this child has been oxygenated for more 
than 56 days and that would simply give you completely wrong information as to 
morbidity and how long a child needed oxygenating, because it did not need that 
oxygenation.  Zero would be absolutely the wrong answer? 
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A I still think that is a problem with the scoring system. 
 
Q It may well be, but you have got a find a scoring system.  None is going to be 
perfect.  Our criticism of you, so that you do understand that we do criticise you in your 
evidence, is that you have purported to re-score these and gave answers yesterday to Ms 
Sullivan saying, “I would re-score this at 23 or 30 or 100 or whatever”.  Indeed, when Ms 
Sullivan opened this case she quoted your scores for re-scoring and the press duly 
reported it, that these doctors had wrongly scored it.  What I am suggesting to you is that 
these sheets are correctly scored on the questions that are asked.  You may not like the 
scoring system, but it is not appropriate for you to go re-calculating them because the 
scores you are giving are wrong answers to number 5.  If you are giving zero, that is 
saying this child was oxygenated for more than 56 days and it absolutely was not.  Do 
you see that? 
A I do. 
 
Q It is not a question of your re-scoring it and telling the Panel, as you were invited 
to do, “My score would be 27.5 for this child”, because that would be a score given on 
wrong information.  You would be saying this child needed oxygenating for 56 days.  It 
did not.  You would be saying this child needed inspired oxygen greater than 80%.  It did 
not.  You would be saying this child had a pneumothorax.  It did not.  You would be 
saying this child had a patent ductus ateriosus.  It did not?  
A Yes, but you are left with the idea that if you are giving a good score to a baby 
that died at 24 hours.  I do not think that that is reasonable.  
 
Q It is if that baby had no respiratory complications and if that baby did not IPBV 
complications.  It should get a better score than one who dies at 24, 48 hours who does 
have those problems?  
A I am not sure about that even.  
 
Q That is the aim of the study.  Dr Stimmler, what we think has happened is you 
have not understood the aim of this study and the basis upon which these clinicians chose 
to devise a scoring system to meet their aims and what they were examining.  It is a 
clinical matter.  You agreed with me at the outset as to what they should be looking at.  It 
is all about trial aim.  What is the aim of your trial.   
A To see whether or not negative pressure helps children with their respiratory 
disease.  By giving those children a score of 30 there does not really impinge on that. You 
then say, well, no, they were also looking at morbidity, I accept that you look at 
morbidity on the way but I am not sure that you could say that they did better to die at 1 
day than they did at 30 days and I am not sure that the parents would necessarily agree 
with that either.  
 
Q Would they if they had a child that lives for 30 days, does not make it and  during 
that period suffers and has a period of suffering and invasive procedures?  
A I am not sure whether they would or whether they would not but sometimes 
people cling on to life.  Some of them might prefer it that way.  
 
Q They cling on to life for their selfish aims as parents not for the child in terms of 
this child undergoing repeated surgery, repeated procedures, analgesia, surgery. That is 
not a better outcome if the child succumbs at 48 hours?  
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A  You may well be right but I still do not see it.  I think a scoring system could have 
been devised which would not have upset the statistics, which would have taken care of 
this issue.  
 
Q That is why I asked you have you done it because you are now in a better position 
than these guys were in 1989 because you now have all the data, you have got all the 
records, you could ask your instructing solicitors for it.  If you think there is a better 
system you tell us what is that better system that will reflect the aims of this trial because 
these clinicians will say, if they get to the stage of giving evidence, as will their medical 
statistician, if he gets to give evidence, they will say they would still do it the same way 
again because this met what they were looking at which was the comparison between the 
treatments.  Not between deaths.   
 
Let me put this, I think you said it yesterday the idea of this scoring system was to judge 
which group was doing better than the other.  That does not mean in mortality terms it 
means which was doing better on the treatment?  
A Yes.  
 
Q You, in fact, said that the study seemed to have worked in the sense that it showed 
that it was a good method, in fact, I think you said that you could actually have done it 
without the scoring to see that the outcomes were better?  
A Yes.  
 
Q I think you also said it prevented BPD, it was cut by half, that is a very good result 
and they would have got the same result if they had not bothered with any scores at all?  
A Yes.  
 
Q Therefore what I am going to suggest to you is that this question of worrying 
about five or six potentially anomalous cases of dead babies is irrelevant when you look 
overall at the scoring system which worked for the vast majority of the patients?  
A Yes.  
 
Q So you are always going to have anomalies because no system is perfect.  Yes?  
A Yes.  
 
Q Patient 14 I just wanted to ask you about briefly.  You were asked about a scan for 
that patient?  
A Sorry, I missed the word.  
 
Q Patient 14.  You were asked about a scan being done for Patient 14 and you said it 
could have dropped out of the notes.  Remember?  
A Yes.  
 
Q This is the patient behind divider 6.  I think if you look at pages 121 to 127 for 
that, sorry, file 3, Patient 14 is behind divider 6.  Right?  Trial number 226.  You were 
taken to the scoring sheet for that patient and Ms Sullivan effectively put to you that there 
was a score on this scoring sheet for this patient having had an ultrasound and she asked, 
you said you had been through the notes, you dealt with this in your report and you could 
not find it.  Right?  
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A Yes.  
 
Q You responded by saying, well, it could have dropped out of the notes.  Yes?  
A That was a possibility.  
 
Q But you said that you would score a zero for this patient in the ultrasound because 
you could not find one, although this was a well baby but you thought you would have to 
give it a lower score because you could not find the ultrasound?  
A It was a possibility.  I mean, if you cannot find an ultrasound and you have not 
heard the witnesses say one was done how can you score it? 
  
Q That is why I asked you had you, in fact, seen the material because you were 
taken to pages 131 to 135 for this child.  Yes?  
A Yes.  
 
Q It was on 134 you were asked about question 8 and the cerebral ultrasound. Yes?  
A Yes.  
 
Q You were asked by Ms Sullivan about there not being an ultrasound and what you 
would score because this is one of the cases that is levelled as a charge against these 
doctors, that they are wrongly scoring ultrasounds and your evidence is prayed in aid in 
support of that charge and you gave evidence yesterday that you would score this as zero 
because “if you cannot find one I think I would have to give it a lower score and I would 
score it as zero.”  Now that would be wrong, in my suggestion to you, because that would 
be to score it as if it had a cortical atrophy or a subcortical cyst?  
A Yes.  
 
Q You yourself commented this was a well baby?  
A Yes.  
 
Q So it would be entirely wrong to start scoring at zero?  
A Yes.  
 
Q You have said, well, I did so because I could not find the ultrasound.  Yes?  
A Yes.  
 
Q That is why I asked you earlier whether you had seen the patient data sheets.   
It starts for this patient on page 121.   
A Yes.  
  
Q I was presuming you had seen these sheets because we were told in your report 
when you dealt with this patient that you had had all the records and you had carefully 
gone through the records for this patient.  Correct?  
A Yes. 
 
Q If you had seen those patient data sheets you should have understood, should you 
not, what they represented?  
A Yes.  
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Q And if that is the case then you will have seen on page 127 that this child did, in 
fact, have a cranial ultrasound, questions 130 and 131?  
A Yes.  
 
Q “Cranial ultrasound post exit out of sign tank”, 1 equals yes. “Pictures of cranial 
ultrasound post out of tank”, 1 equals yes?  
A Yes.  
 
Q Therefore the score on that sheet is entirely appropriate and it is a score of 20?  
A Yes.  
 
Q So you are wrong when you said both in your report and in your evidence 
yesterday this should have been scored as zero?  
A Yes.  
 
Q And you had the material in front of you and it is either a question of you did not 
look at it or you did not understand it.  Which was it?  
A I had missed it.  
 
Q So what I am going to suggest to you, Dr Stimmler, is this, giving the evidence 
that you have in respect of scoring you have not been well served by those who brief you; 
they have not provided you with information as to how this scoring system was devised; 
they have not provided you with information on the significance of these record sheets; 
they have not provided you with information on the purpose behind the scoring system.  
That has led you to give the evidence that you gave yesterday in chief, much of which 
you have retracted today when questioned by me.  Would you agree?  
A Yes.  
 
Q Just come on quickly to patient number 7 about who you gave some evidence 
again on scoring.  You will find that in file 2.  You can put file 3 away now.  This is 
patient 7 but I think you know who she is.  It is divider 4 and you were looking at her 
outcome score and it is on page 69.  Yes?  
A Yes.  
 
Q Yesterday in giving evidence about her you said this baby did not have a post 
mortem, which is correct.  Yes?  
A Yes.  
 
Q You said so we cannot say what she died of?  
A That is true.  
 
Q That is not right, is it?  You do not need a post mortem to determine what 
somebody died of.  The decision can often be made based on the clinical picture and the 
monitoring of the child in the period just before death?  
A Sometimes and sometimes not.  
 
Q I am going to suggest to you this child of died of hyperkalemia?  
A Potassium of 8 is high but not that high in a newborn baby, firstly, and, secondly, 
the baby had a sudden collapse and I doubt very much that was due to hyperkalemia.  
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Q We would say hyperkalemia and renal failure?  
A I think renal failure could well have been due to hypoxic ischemic 
encephalopathy.  It is by far the likeliest cause of it.  
 
Q But it is not respiratory death as defined in the treatment outcome scores on page 
69 because there is a limited definition there and it does not meet any of those three 
definitions?  
A I am talking clinically now.  If baby suddenly collapses on the ward like this the 
odds on probability is that it has had an a profound episode, an unexpected episode of 
hypoxic ischemic encephalopathy.  It could very likely have had an intraventricular 
haemorrhage, these are the causes of death, sudden collapses in babies in premature baby 
units and isolated renal failure in a baby this young as a primary cause I have never seen 
it.  
 
Q Let us come to the key relevance of it.  You said you would score this baby zero 
and, as you know, its parents are one of the complainants in this case? 
A Yes. 
 
Q They have made some comments about the way in which this baby was scored.  In 
fact, on the definition of respiratory death there this baby is appropriately scored 25?  
A On the discussion we have had before I will accept the same arguments.  
 
Q Thank you.  Again, on the other scores, so that we do not waste time on this, that 
you have put, for example, question 2 when you say that you would have scored this baby 
zero, this baby did not have 28 days positive pressure ventilation.  If you scored it zero it 
would in fact distort which group needs a lot of ventilation because it would suggest --- 
this baby was in CNEP.  You understand that?  
A Yes.  
 
Q It would distort it, it would suggest if you scored at zero that CNEP babies were 
needing a lot of intermittent positive pressure ventilation?  
A It is the same discussion as we have had before.  
 
Q If you scored zero on question four, as you say, you would be knocking her out of 
the study when, in fact, this baby did live for a couple of days and there is some useful 
information to be gained.  Do you agree?  
A The way the scoring was devised I do not quite see why zero should knock 
anybody out of a study. 
 
Q You then when you were asked about this baby in respect of question 6 you said: 
“I do not know quite what to but in place of the answer” because Ms Sullivan asked you: 
“Should this baby score ten because it had no pneumothorax” and you said: “I do not 
know what quite to put in its place.”  Let me suggest to you that your answer is at the root 
of all of this.  That you have not devised a system that would do better than theirs, that 
would have less anomalies?  You have not and it would be hard to do so?  
A Given time I think I might but I cannot sitting here. 
 
Q You have had a lot of time, have you not, Dr Stimmler?  You have been instructed 
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in this case for what?  Six months or more?  
A I would have devised a system where you stopped scoring when the baby had 
died.  
 
Q It is easy to say that and more difficult to do it and show that it would not also 
throw up anomalies? 
A That is the trouble.  I do not have a statistician to help me.  I doubt if it would. 
 
MISS O’ROURKE:  Thank you, I have no further questions. 
 

Cross-examined by MR FOSTER 
 

Q Dr Stimmler, I represent Dr Samuels.  I have very few questions for you.  They 
relate to three areas:  scoring, very briefly; the issue of peer review and the question of 
whether this trial was properly represented as safe.  You have commented on two of those 
areas already.  Can I begin with the issue of scoring?  You have been taken by Miss 
O’Rourke through the rationale for scoring nought when a baby dies for whatever cause? 
A Yes. 
 
Q Can I ask you to consider a, perhaps, rather ridiculous scenario?  You have two 
babies.  Both of them live for, let us say, 28 days.  One of those babies does 
extraordinarily badly from a respiratory point of view – lungs are shot to pieces.  Another 
baby in the matched pair which we are supposing does extraordinarily well from a 
respiratory point of view and does not need any assisted ventilation at all but that second 
baby, the one that has done very well, on the 28th day of its life is killed when a negligent 
nurse crashes a trolley into it and is killed, all right? 
A Yes. 
 
Q The other baby, the first one, dies as a result of the respiratory complications? 
A Yes. 
 
Q I think you would agree, given that absurd example, that it would be quite wrong 
to score the baby who has done very, very well that has died from an entirely non-
respiratory cause as zero? 
A Yes. 
 
Q It should have some score? 
A Yes. 
 
Q There are many ways to skin a statistical cat, are there not? 
A I would not know.  I am keeping off statistics. 
 
Q I think all that we are disagreed about is the weighting that one gives in a situation 
like that or analogous to that? 
A Not even that.  I think it would be possible to devise a system where if babies died 
before the end of the trial or whatever they could be given a score which is valid only up 
to the time that they died.  To put it another way, another point of view, as Miss 
O’Rourke pointed out, it is when the mother and father of number 7 realised they were 
getting scores when they were not even alive that caused them to feel that there was 
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something basically wrong here.  It does, to me, seem to be against commonsense, 
however it might do statistically, to give scores for things that cannot have happened 
because the baby was dead. 
 
Q We are agreed that that second baby, the one that had done well, should get some 
score? 
A Oh yes. 
 
Q We can argue until the cows come home about exactly what that score should be? 
A I think you could follow it up to the time which it died, then I am not sure what 
statistical device you could do to make it more valid or not. 
 
Q I think you would agree that when it comes to the design of any scoring system it 
is important that you have the input of a statistician? 
A I agree. 
 
Q And defer appropriately to that statistician on matters of statistical interpretation 
and significance – yes? 
A Yes. 
 
Q I wonder if I could hand up to you a very small bundle of correspondence – there 
is a copy for my learned friend as well (Same handed to counsel).  I do not propose to 
trouble the Panel with these; I can make the points from them very shortly.  Perhaps you 
could cast your eye very quickly over them.  (Pause)  I will read the relevant sections into 
the record.  The first is a letter dated 19 February 1989 from David Southall to John 
Alexander, who is a consultant statistician (it says at the letterhead there). 
 

(Document not supplied to the shorthand writer) 
 

“I enclose the latest version of our protocol describing a randomised 
control trial of CNEP and acute neonatal respiratory failure.  Thank 
you for your invaluable help in preparing this statistical analysis.  
Please examine the protocol and let me know if and how you feel 
that it should be modified.  I will then submit it to the Ethical 
Committees of Doncaster and Stoke Hospitals.” 
 

Yes? 
A Yes. 
 
Q Is that appropriate liaison with a statistician about how the protocol should look? 
A Yes. 
 
Q The second letter is dated 5 July 1989, again from David Southall to John 
Alexander: 
 

(Document not supplied to the shorthand writer) 
 

“Following our recent telephone conversation I enclose the final 
versions of the two protocols involving continuous negative 
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extrathoracic pressure.  I would be very grateful if you could let me 
have the randomisation of these two studies so that we can get on 
with it as soon as we have ethical approval” 
 

etcetera, etcetera? 
A Yes. 
 
Q Again the same point – appropriate liaison with a statistician? 
A Yes. 
 
Q Thirdly, 9 November 1990, again to John Alexander from David Southall: 
 

(Document not supplied to the shorthand writer) 
 

“I would be very grateful if you could have a quick look now at the 
latest version of our protocols for the two new randomised 
controlled pilot studies.  I have tried to incorporate all the very 
important suggestions that you made and I hope that the protocols 
will now be acceptable to you.  If you could let me know about this, 
I will then forward them to the appropriate centres for consideration 
by their Ethical Committees. 
 
Thank you very much indeed for coming to see us a few weeks ago 
and for discussing these protocols and also Joe Raine’s work.  We 
found this meeting of immense value.” 
 

It appears that in the design of the trial protocols statistical expertise was brought on 
board in an appropriate way and at an appropriate time – yes? 
A Yes. 
 
Q And that there was appropriate deference to the statistician’s views in designing 
the protocol? 
A Yes. 
 
Q I wonder if you could turn very briefly, please, and right to the back, to page 158, 
which is in the Pediatrics paper which resulted from the CNEP study.  It is right at the 
end of the file? 
A I have found it. 
 
Q Page 158, which is a  page of the Pediatrics paper? 
A This one? 
 
Q That is the paper and I am inviting your attention to page 158, which is page 762 
of the journal itself, which is in the bottom right-hand corner.  The 158 number at the top 
right-hand corner is cut off. 
A I have found it. 
 
Q The only purpose of asking you to look at this is to invite your comments on the 
purpose of the outcome score.  The outcome score was simply a management tool, was it 
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not? 
A Yes. 
 
Q It allowed the researchers to know when it would be appropriate to stop the study? 
A Yes. 
 
Q It is usefulness for anybody reading the paper and wanting to know what to 
conclude about CNEP was limited, was it not, for some of the reasons that you have been 
indicating in your evidence? 
A Yes. 
 
Q You are trying to embody in one figure a lot of complex variables? 
A Yes. 
 
Q And we have been discussing some of the shortcomings of trying to do that.  
Table 5 on page 158 has the data about mortality and morbidity which probably most 
clinicians reading this paper would really want to see, does it not? 
A Yes. 
 
Q I wonder if I could deal briefly with the question of peer review, a term which I 
use very loosely?  When one is designing a trial, I think you would agree that it is good 
practice to take soundings from other experts in the field? 
A Yes. 
 
Q These days, as opposed to the late 80s and early 90s, there is a much more formal 
procedure for doing that which includes detailed submissions to Ethics Committees and 
so on? 
A Yes. 
 
Q I think you have had an opportunity in your preparations for this case to look at 
the witness statement of Joe Raine? 
A Yes. 
 
Q He says this, and this is paragraph 9 of his witness statement: 
 

(Document not supplied to the shorthand writer) 
 

“I have been asked whether the protocol for the CNEP trial was peer 
reviewed.  I recall that the protocol was submitted to the MRC to try 
and obtain a research a couple of months after the trial had started, 
and as far as I remember the trial received an” 
 

- that should be “alpha” rating – 
 

“which meant that it was of high scientific merit but no funding was 
awarded.” 
 

Can you confirm that an alpha rating with the MRC is worth having? 
A Yes.  It encourages other organisations to fund it, yes. 
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Q In the award of that alpha rating the MRC would have looked carefully and 
critically at what was being proposed? 
A And they would have sent it out for people to review it. 
 
Q Indeed. 
 

“I also seem to recall the protocol was submitted to children 
nationwide…(inaudible, due to coughing)… for funding but did not 
in the end receive funding.  Dr Southall in any event showed the 
protocol to a number of consultants when it was being developed” 
 

- that, again, is good and responsible practice? 
A It is. 
 
Q In that context I wonder if I could just refer you to one other document, a letter 
dated 12 May 1989.  I can read this into the record; again, it is something which I need 
not trouble the Panel with.  It is from Dr Southall to a consultant paediatrician at Queen 
Charlotte’s Hospital.  It is just a sample of the sort of liaison which went on: 
 

(Document not supplied to the shorthand writer) 
 

“Following our telephone conversation, I enclose a copy of the 
protocol for the treatment of acute RDS with CNEP.  This 
randomised controlled trial has been funded by the Clinical Research 
Committee at the Brompton Hospital and we have a dedicated 
Research Fellow, Dr Joseph Raine, who will supervise the collection 
of the data. 
 
I would be very grateful for your comments on this protocol and for 
those of your colleagues.” 
 

It goes on further down the page to ask for detailed specific comments on two specific 
aspects of the trial.  Does that illustrate that when the trial was being set up there was 
detailed and appropriate invitation of comments from appropriate peers? 
A Yes. 
 
Q Were you aware also that the proposal for the CNEP trial was endorsed by four 
Ethics Committees, Queen Charlotte’s, Stoke, Hillingdon and Doncaster? 
A I knew about Charlotte’s and Stoke.  I had not heard about the others but, yes, it 
would be. 
 
MR FOSTER:  Sir, I am about to move on to the issue of whether it was appropriate to 
say in the patient information leaflet that CNEP was safe.  That will involve showing 
Dr Stimmler some papers.  He has been giving evidence for a while and I wonder if this 
might be an appropriate time for a break? 
 
THE CHAIRMAN:  Yes, very well.  We will take another break and we will come back 
at five-past twelve. 
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MR FOSTER:  Thank you, sir. 
 

(The Panel adjourned for a short time) 
 

MR FOSTER:  Thank you, sir.  Dr Stimmler, I was just moving on to the question of 
whether it was appropriate in the parent information leaflet to describe CNEP as safe.  
You will remember that yesterday Mr Forde asked you about that issue.  In the transcript 
this is day 20, page 40, right at the bottom and over the page at 41, he asked you this:   
 

“... I want to suggest to you that if their experience” 
 
- in the CNEP which had been done at Stoke before the CNEP trial - 
 

“was that it was safe and effective and had not caused positive harm 
in 30/31-weekers, it was reasonable to regard it as safe and effective 
for the purposes of this trial?”   
 

You replied:   
 

“Yes, I think that is true.  What had not been done, as far as I know, 
was that the small babies were less than a kilogram, and that is all.  
I think it was a reasonable trial and I think it was reasonable, so far 
as they knew, to state that it was safe and effective.”   

 
You went on later to acknowledge that the extrapolation to pre-term babies from the work 
which had already been done was a sensible one, which justified the comment “safe” in 
the leaflet?   
A Yes.  
 
Q I think you have now had an opportunity to see a small bundle of papers, which 
span the time period from 1967 through to 1989.  Yes?  
A Yes.  
 
Q There is a vast body of literature dealing with the question of whether CNEP is 
safe and effective.  This is a sample of it.  I wonder if you could just look at some of these 
papers with me.  The first in time is a paper headed:   
 

“A controlled trial of management of respiratory distress syndrome 
in a body-enclosing respirator.  1.  Evaluation of safety.” 

 
This is Silverman and others.  It is in Pediatrics from 1967.  Have you seen that?  
A Yes.  
 
Q I think you will confirm that Pediatrics is certainly a if not the leading journal in 
the field?  
A Yes.  
 
Q I wonder if you could look, please, at the first page and the left-hand column 
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towards the bottom.  The authors say there what the paper is about:   
 

“... we felt the need to undertake a controlled trial [of CNEP].  It was 
necessary to consider the possibility that the rate of survival among 
affected infants might be lowered because of a high incidence of 
unforeseen complications in the body-enclosing respirator.  The 
favourable preliminary experience could not be accepted as a strong 
argument for continuing to treat all newborn patients with 
respiratory distress since spontaneous recovery is not unusual in this 
highly variable condition.  Thus, the present trial was designed to 
make a concurrent comparison of two types of care for infants with 
manifestations of idiopathic RDS - standard incubator management 
versus respirator care.”   

 
Yes?  
A Sorry, I understood what you said but where is it on here?   
 
Q Sorry, this is the first page, start of the citation towards the bottom of the first 
column.   
A “As we followed our inclination”?  That is what you just said to me.  
 
Q From there.   
A Yes.  
 
Q So what the authors are seeking to demonstrate is whether CNEP is safe?  
A Yes.  
 
Q Picking it up in the right-hand column:   
 

“The trial was concluded when it was demonstrated that, as 
compared with standard care, assisted ventilation in the 
body-enclosing respirator did not bring about an important decrease 
in survival of infants with RDS.”   

A Yes.  
 
Q So what they are concluding is that CNEP is safe?  
A It is safe but not any better.  They were looking at survival.  
 
Q They are not looking at that, are they:   
 

“Because of technical problems the study was not continued long 
enough to determine whether respirator care significantly increased 
the survival rate in this disorder.”   

A Yes.  
 
Q So they do not go on to that extra step.  Can you just confirm, perhaps by 
reference to the third page of that paper, which is page 742 in the journal, that the 
majority of infants in that trial were pre-term infants?  If you look at the heading 
“Gestational age” in Table 1, I think you will see that.   
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A They are all less than 37 ---  
 
Q No, there were some more than 37 but the majority I think you will see were 
between 30 and 37.  Yes?  
A Yes.  
  
Q We go forward in time to the second paper, please this is a paper from the journal 
Anesthesia and Analgesia from 1970.  It is headed, “A Negative-Pressure Tank-Type 
Respirator for the Neonate”.  It is by Frank Shepard.  Do you have that?  
A Yes.  
 
Q It just looks at three cases.  Perhaps one highlights the point which I want to 
make.  If you turn to the third page of that document, which is page 415 of the journal ---  
 
MS SULLIVAN:  Sorry, we do not seem to have a copy of that.  Could we have a copy?  
(Same handed) 
 
MR FOSTER:  This is the Shepard paper.   
 
THE CHAIRMAN:  What date is that, Mr Foster?   
 
MR FOSTER:  The date of this paper is 1970, sir.  I was asking you to look, Dr Stimmler, 
at page 415.  Do you have that?   
A Yes.  
 
Q Towards the bottom of that page, you will see the description of the second case 
that the author was considering?  
A Yes.  
 
Q A premature boy at a gestational age of 35 weeks.  Yes?  
A Yes.  
 
Q Over the page, you will see what happened to that child, second substantive 
paragraph down:   
 

“After 48 hours of assisted ventilation, he was weaned from the 
respirator and the thoracotomy tube was removed.  He subsequently 
had a benign hospital course.  Follow up examination at 16 months 
was entirely within normal limits and showed no evidence of 
intellectual impairment or residual pulmonary disease.”  

A Yes.  
 
Q Could you go to the final page, please?  That is 419.  Here is the summary:   
 

“The negative-pressure tank-type respirator (Air-Shields Isolette 
Respirator) has been found effective and safe in providing 
ventilatory assistance for neonates with primary pulmonary disease 
such as hyaline membrane disease and also for infants undergoing a 
period of respiratory insufficiency postoperatively.  While there are 
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minor problems associated with the use of such a respirator, the 
elimination of prolonged endotracheal intubation and the ability to 
maintain the infant in the respirator during periods when respiratory 
assistance is not needed offer many advantages.”   

 
So here is the author concluding effective and safe, in precisely those words?  
A Yes.  
 
Q Paper number three, please.  This is from 1972.  It is from The Journal of 
Pediatrics.  I think you will confirm that that is a journal of very high status?  
A Yes.  
 
Q It is entitled, “Continuous negative pressure in the management of severe 
respiratory distress syndrome”.  Perhaps we need go no further than the final paragraph of 
the summary the first page:   
 

“Continuous negative pressure appears to be a safe and effective 
method of improving arterial oxygenation in respiratory distress 
syndrome.”   

A Yes.  
 
Q I am sure you can confirm, by reference to the second page of that paper, page 
385, that the infants being discussed there were all pre-terms.  They range in gestational 
age from 30 to 37 to weeks.  Do you see that?  
A Yes.  
 
Q Number four, this is a paper from July 1973, “Simple Device for Producing 
Continuous Negative Pressure in Infants with [respiratory distress syndrome]”.  This is 
again from the journal Pediatrics, about whose status you have already commented?  
A Pediatrics I thought.   
 
Q Pediatrics, yes.  From the journal Pediatrics?  
A Yes, which was rather more prestigious than The Journal for Pediatrics.  
Pediatrics is, or was at least when I was still working, believed to be a better journal.  
 
Q Very good.  Well, perhaps we could go to the third page of that paper, which is 
page 130 of the journal.   
A Now you have lost me.  130, yes.  
 
Q Third page, which is page 130.   
A Yes.  
 
Q It has a table at the top there, “Continuous Negative Pressure”?  
A Yes.  
 
Q “Table 1, clinical data”.  The fourth column in that table is “Gestational Age”?  
A Yes.  
 
Q You can see that we are dealing there entirely with pre-term infants, are we not?  
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A Yes.  
 
Q If we could go to the bottom of that page to “Discussion”: 
 

“The beneficial effects of continuous negative pressure in the 
treatment of IRDS have already been established.”   
 

References are given. 
 

“Lack of proper equipment has deprived many patients of this 
method of treatment, which until now seems to be free from major 
hazard for the infant.”   

 
Do you see that?  
A Yes.  
 
Q Then jumping to the bottom:   
 

“In summary, a new unit to apply continuous negative pressure 
around the chest and abdomen is described, which is very simple and 
avoids the risks and special procedures involved in endotracheal 
intubation.”   

 
Do you see that?  
A Yes.   
 
Q Penultimately, a paper from Pediatric Research.  We just have the abstract.  The 
date is 1976.  Pediatric Research is again a very well respected journal of paediatrics, is it 
not?  
A Yes.  
 
Q The abstract I am interested in is abstract 980, bottom right-hand corner.  Do you 
see that?  
A I do, yes.   
 
Q  
 

“From October 1973 through October 1975, 115 infants with severe 
respiratory distress syndrome and/or apnea were treated by assisted 
ventilation, using either intermittent positive pressure (IPP) or 
intermittent negative pressure (INP) respirators.”   

 
The authors concluded:   
 

“The IPP treated infants had a significantly higher incidence of 
pneumothorax ... and broncho pulmonary dysplasia diagnosed 
radiologically ... The severity of BPD in the IPP infants was 
significantly greater than in the INP group.  The concentration and 
duration of oxygen exposure between the two groups were similar, 
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but the duration of ventilation was greater with IPP.  These data 
indicate that assisted ventilation for respiratory failure in infants 
using INP has a lower incidence than IPP of two major 
complications, pneumothorax and broncho pulmonary dysplasia.” 

 
So the author is concluding it appears to be safer so far as those complications are 
concerned?  
A Yes.  
 
Q Then, finally, a paper from The Journal of Perinatology from 1989.  Do you have 
that?  
A I do.   
 
Q It is headed, “Continuous Negative Pressure in the Treatment of Infants with 
Pulmonary Hypertension and Respiratory Failure”.  Perhaps we could start on page 3 of 
that extract, which is page 45 of the journal.  We will see there at Table 1 that the third 
column is “Gestational Age”.  Do you see that?   
A Yes.   
 
Q We can see that all the subjects bar one were pre-term? 
A 38 weeks, which you would not really consider… 
 
Q All the subjects bar two? 
A Yes.  It was a very dire situation they were investigating. 
 
Q The authors say in their summary in the abstract on the first page: 
 

“We report the successful use of continuous negative pressure with 
standard intermittent mandatory ventilation in five patients suffering 
from respiratory failure and persistent pulmonary hypertension of 
the new-born.” 
 

The criteria for the study are then set out and they continue: 
 

“All infants demonstrated significant improvement in ventilation 
requirements after initiation of CNP.  Oxygenation dramatically 
improved in all infants.  All five patients survived without any 
pulmonary or neurological complications at discharge.” 
 

Then there is the comment: 
 

“Availability of CNP may circumvent the need for ECMO in infants 
with severe lung disease and PPHN.” 
 

From those papers, which I do not think you had seen before this morning… 
A No. 
 
Q …I think you will agree with me that there is even more support than you thought 
there was yesterday for the comment in the parent information leaflet, “This is safe”? 
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A Yes.  I thought there was enough evidence in the papers that were presented to me 
that it was safe. 
 
Q Indeed.  I am sure I have been doing an entirely unnecessary exercise.   
Dr Samuels faces several charges and I would be grateful for your comments on them.  It 
is said that he inappropriately delegated this task of taking consent to too many different 
medical and nursing staff? 
A He had to. 
 
Q He failed to provide adequate training to those taking consent for the trial.   
I think you told Mr Forde yesterday that from what you have seen of the evidence the 
training was very good and that the doctors who were taking consent seemed to know 
very well what they were doing? 
A Yes. 
 
Q The issue about the parental information leaflet has been dealt with.   
 

“You failed to ensure that every parent had a copy of the parental 
information leaflet.” 
 

I did not know whether that was so or not.  I said they should have had.  I did not know 
whether they did or not. 
 
Q It cannot be laid at Dr Samuels’ door… 
A No. 
 
Q …if a particular individual parent was not given it? 
A That is right. 
 
Q Then: 
 

“You failed to ensure that the scores were allocated correctly,” 
 

So far as that is concerned, I think you have heard about the way that the scoring was 
done? 
A Yes. 
 
Q The calculation of the scores was not done by Dr Samuels or Dr Southall at all? 
A No. 
 
Q So in that sense incorrect allocation of scores cannot be levelled at Dr Samuels, 
can it? 
A That is right. 
 
Q Then: 
 

“You failed to ensure that there was an appropriate method of 
scoring,” 
 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D21/50 

Transcribe UK 
VRS Ltd 

01889 270708 
 

There has been detailed discussion of that this morning.  Let us assume that the Panel 
agree with you that the scoring should have been done in the way you say it should have 
been done.  Can it be said that Dr Samuels is guilty of a serious dereliction of his 
professional duty in taking a part in the devising of the scoring system? 
A Not at all.  In any case, it is the sort of thing people can argue about, as we have 
argued this morning.  You are going to different opinions.  It does not mean that if you 
have picked it up one particular way it makes you culpable.   
 
Q The same goes for the question of score allocation? 
A Yes. 
 
Q If it is concluded that Dr Samuels by some construction of that phrase had a part 
in it? 
A That is right. 
 
MR FOSTER:  Thank you very much. 
 

Re-examined by MS SULLIVAN 
 

Q On the question of safety of CNEP for a moment, Dr Stimmler, and how much it 
was in use, do you know how much it was in use in the 1990s in the time with which this 
Panel is concerned? 
A I would have thought outside Dr Southall’s trial hardly at all, but I may be wrong 
about that.  I have not researched it. 
 
Q You were referred to a number of articles by Mr Foster just now which spanned 
from, I think, 1967 until 1989.  In relation to those articles, were the babies of a same or 
similar age to those involved in the CNEP trial or were they younger, the CNEP trial 
babies? 
A They were the bigger babies in most of those trials.  I think the smallest I saw - it 
is very brief and I have discovered it is very dangerous to have a quick glance through it – 
was about 900 grams.  I think there were some smaller ones in the Southall trial.  There is 
obviously an overlap. 
 
Q I am sorry? 
A There is an overlap. 
 
Q In terms of whether the tank that was used, the CNEP tank that was used was the 
same in that trial, in those earlier trials, do you know one way or another? 
A I should think it is highly unlikely that they were the same.  They were using the 
Drinker system that Dr Silverman described as a typical iron long.  It was called the 
Drinker apparatus.  It must have been modified for size obviously.   
 
Q I wonder if you would mind taking up file 1 a moment and looking behind  
tab 1, page 8? 
A Yes. 
 
Q This is part of the application that was made for Ethics Committee approval for 
the trial in North Staffordshire? 
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A  Yes. 
 
Q We see reference here at the top of page 4, which is dealing with the background 
to the project, indicating that early trials in the use of CNEP in the 1960s and early 1970s 
had suggested that it can lead to a reduced requirement for oxygen and/or IPPV? 
A Yes. 
 
Q But then goes on to refer to unsolved technical difficulties contributing to its 
disuse.  Were you aware of that, Dr Stimmler? 
A I have read this, yes. 
 
Q And also to the fact that its difficulties seem to have included problems in 
obtaining an adequate neck seal and also problems of temperature and access? 
A Yes. 
 
Q Were you aware of those difficulties? 
A Only from what I read here. 
 
Q I want to go back to ask you some questions about the monitoring of babies in the 
CNEP trial.  Perhaps you might like to keep that file open a moment and go to page 5 
behind tab 1? 
A Yes. 
 
Q This is the information leaflet that was submitted with the application.  Do you 
have that? 
A Yes. 
 
Q We see in the fifth paragraph there that it is indicated that all babies in the study 
will have blood oxygen and blood pressure carefully monitored: 
 

“…as we do for all our babies requiring ventilatory support”? 
 

A Yes. 
 
Q What was your understanding from what you have read, Dr Stimmler, of what 
monitoring there would be of babies in the study? 
A That they would have blood oxygen, which could be done with the oximeter, and 
blood pressure measurements, which would be done in those days by various Doppler 
techniques, a cuff basically and various Doppler techniques for getting the blood 
pressure. 
 
Q What was your understanding of the period over which blood pressure would be 
monitored? 
A It did not actually say, but I would have thought several times a day and, of 
course, if there were any untoward symptoms, any sign of collapse or the oxygen 
saturation becoming lower. 
 
Q When ventilatory support was required? 
A Yes. 
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Q We have seen in the case of Patient 6 that there are no blood pressure 
measurements recorded in her notes? 
A That is right. 
 
Q You indicated that it was the responsibility of the nurses to record measurements? 
A Yes. 
 
Q I wonder if you could have a look behind tab 5 in file 2, page 22, please? 
A Yes. 
 
Q We see an entry at the bottom of that page which we know is an entry made by 
what was Dr Stanley, now Dr Newell? 
A Yes. 
 
Q There appear to be some monitoring measurements recorded there? 
A Yes. 
 
Q These appear to have been recorded by a doctor? 
A Yes. 
 
Q Would there be circumstances in which a doctor would record such 
measurements? 
A Yes.  First of all, he could transcribe what the nurses had written or he could have 
actually ordered the blood gases himself and got the result. 
 
Q Indeed, would a doctor have access to the charts that indicate the various 
measurements? 
A Definitely, yes.  They should be by the bed. 
 
Q There are no measurements of blood pressure in the case of Patient 6? 
A This is not Patient 6. 
 
Q This is Patient 6? 
A I cannot see any on this page, no. 
 
Q We have looked at the observation charts earlier.  You were shown those and 
there are no blood pressure measurements recorded… 
A That is right. 
 
Q …in the case of Patient 6.  I do not think we need to turn it up again? 
A No.  There were not any.  There is a long line on that page which says “Blood 
pressure” and it is empty. 
 
Q It is blank.  Would the physicians involved in her care have any responsibility for 
looking at those columns and seeing that those measurements were blank, not just on one 
occasion but throughout? 
A Yes. 
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Q In relation to Patient 6 still, again, Dr Stimmler, and the question of the ultrasound 
and the reporting of it that we have seen in the notes, what would you have said to the 
parents about what these scans showed?  
A I would have said that they showed something that looks like there might be a 
small bleed.  We often see these and I do not think --- it is not likely to cause any further 
trouble.  
 
Q But would you have made them aware of the fact that there had been a bleed?  
A Yes.  Well, that there might have been a bleed.  We were not even sure it was a 
bleed.  
 
Q Yes.  In terms of whether there should have been a scan on discharge can we 
again just go back to the protocol for the trial, so we need to get file one again, please, tab 
1, page 15 in the top right-hand corner?  
A The scoring.  
  
Q That is it.  Do you see what is said at the bottom of the page there: “All infants 
will have a cranial ultrasound examination on discharge…”?  
A Yes.  
 
Q “…and at regular intervals at least weekly prior to discharge”?  
A Yes.  
 
Q So is that an indication of when ultrasound should have been performed according 
to the protocol?  
A Yes.  
 
Q I want to just explore with you what you have had to say about the scoring system, 
Dr Stimmler, and you have criticised the fact that scores were given or continued to be 
given after a child had died?  
A Yes.  
 
Q I just wanted you to help the Panel with your rationale for that criticism because 
you have said at one stage that you had a rationale as well as Miss O'Rourke who was 
putting one to you?  
A Yes.  
 
Q I wanted you to express to the Panel what that rationale is?  
A To score a baby on anything I thought it had to have just died or been alive.   
I thought the score for baby should be what it had scored up to that moment.  
 
Q Up to the moment of death?  
A Death.  I can see the difficulty that they had.  In a way I would call that a device 
for the various reasons why they were doing the trial but it did not feel true to me.  I felt 
that there was something wrong and, of course, it was it one of those things that upset the 
people who brought the complaint.  
 
Q Can you understand why that would cause upset?  
A It upset me too.   
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Q Why?  
A I have held the view that if statistically or the statisticians say, no, you have got to 
give them a score and has a good reason for doing it I am not in a position to argue with a 
statistician but I would like to have cloaked it in a different way.  
Q Yes.  I was asking you to explain your rationale of why you said it upset you and 
could see why it upset the parents?  
A I felt that you cannot have a good score because you have not required oxygen at 
four weeks of age when you are already dead and have been dead for the first day or two 
afterwards.  
 
Q You have indicated that in relation to post mortems that you could not rely on 
what was in a post mortem because not all of the babies who died had a post mortem?  
A That is right.  
 
Q Could that material have been relied upon within the trial if all the babies who 
died had had a post mortem?  
A I would say, yes.  
 
Q In relation to Patient 14, that was the one where you said initially that this patient 
should have scored nought in relation to the ultrasound because you could not find an 
ultrasound.  Do you remember that?  
A I could not quite see how you could score without an ultrasound.  I was correctly, 
I think, correctly corrected by Miss O'Rourke that I had missed the fact that according to 
the notes the baby had had ultrasound.  
 
Q According to the data collection sheets, which I think you had had sight of, is that 
right?  
A I had had sight of and one of the problems of trying to read vast amounts of data 
in a short period of time which, of course, speed reading has its faults.  I had missed it.  
 
Q Is there any indication anywhere else within the notes of an ultrasound having 
been performed?  
A I had not seen it.  
 
Q Would you expect it to appear elsewhere in the clinical notes?  In other words, 
outside of the data collection sheets?  
A Yes.  
  
MS SULLIVAN:  I have no further questions.  
  
THE CHAIRMAN:  Dr Stimmler, what I am intending to do is break for lunch now so 
that the Panel has the opportunity of considering the evidence that you have given so far 
and whether there are aspects of it which give rise to any points of clarification that we 
want to ask about.  So if I can trouble you to come back again at ten to two with 
everybody and then if there are any questions from members of the Panel that is when 
they will be asked.  Thank you very much indeed.  So we will break now until let us say 
two clock because that will then give us the opportunity consider whether we have any 
questions and have lunch.  So we will aim to be back and to resume at two clock.  
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MR FORDE:  Sir, san I ask just Ms Sullivan before we break to clarify one matter?  I was 
slightly bemused by the questions that were asked of this witness in relation to the 
availability of blood pressure charts to clinicians.  We know from the notes that  
Dr Brookfield and Dr Arya saw Patient 6 within the relevant period of time and there is 
no note that suggests that my client did.  I do not know whether she is trying to maintain a 
criticism against Dr Spencer, I think it is charge 17, or whether she is extending her 
criticism to other members of the team including the two witnesses who have given 
evidence thus far?  I am not asking for an instant response but it might have an influence 
upon the questions that I want to ask Dr Raine who is our last remaining doctor and 
possibly Mr Nicholson.  So I put a marker down.  
 
THE CHAIRMAN:  Yes, maybe that is something you could have a word with  
Ms Sullivan about it between now and the time we resume.  
 
MR FORDE:  Thank you.  
 

(The Panel adjourned for lunch) 
 
THE CHAIRMAN:  Welcome back, everybody.  
 

Questioned by THE PANEL 
  
DR OKITIKPI:  Good afternoon, Dr Stimmler.  Just for clarification really.   
Miss O'Rourke set out for you an explanation or rationale for the way the scoring system 
was devised?  
A That is right.  
 
Q I was not quite sure whether you accepted the explanation.  I take account that you 
might not agree with the way it was done but do you accept the fundamental basis of the 
rationale? 
A I thought that the rationale was good.  I agreed with it with the exception I do not 
think the way they dealt with dead babies did not seem to me rational.  We had long 
arguments, as you know, and I do not think we came to any --- at least I do not think we 
came to an agreed conclusion.  It is a small point.  That is the trouble.  It is a small point 
in relation to the whole.  It did not affect the data, it did not affect whether it was a good 
trial or a bad trial.  We just seem to have got bogged down in this disagreement about 
how to continue to score when the baby had died.  
 
Q Did you see that as a professional disagreement?  
A I would say that, yes, yes.  I would say professional, I am not nearly as good a 
barrister as Miss O'Rourke.  
 
DR OKITIKPI:  Thank you very much for your response.  
  
THE CHAIRMAN:  Anything arising out of that question?  
 
MS SULLIVAN:  No, thank you.  
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THE CHAIRMAN:  Dr Stimmler, that completes the questioning of the Panel and, 
indeed, completes the questions from everybody.  It just remains for me thank you for 
coming over the last few days and for the assistance you have been able to give to the 
Panel.  Thank you very much indeed.  
 

(The witness withdrew)  
 

MS SULLIVAN:  Sir, the next witness is Dr Raine.  
 

JOSEPH RAINE, affirmed 
Examined by MS SULLIVAN 

 
Q Good afternoon,  Dr Raine.  Would you begin by telling us your full names, 
please? 
A Joseph Raine. 
 
Q Dr Raine, what are your qualifications first of all? 
A I got an MB and ChB when I qualified from Manchester University, then I got a 
Diploma in Child Health, then I became a Member of the Royal College of Physicians.  I 
then got an MD and then I became a Fellow of the Royal College of Paediatrics and Child 
Health. 
 
Q What is your current appointment? 
A I am a consultant paediatrician at the Whittington Hospital. 
 
Q That is in London? 
A In London. 
 
Q I want you to cast your mind back, as you know, to 1989 going into the early 
1990s.  In 1989 in what capacity were you working? 
A The beginning of 1989 I was a registrar at the Brompton Hospital to four 
consultants, one of which was Dr Southall, and there was another respiratory 
paediatrician and two paediatric cardiologists.  In the latter part of 1989, I think from 
September 1989, I became a Research Fellow for Dr Southall. 
 
Q Was that at the Brompton? 
A Yes, based at the Brompton. 
 
Q At the time when you were working for Dr Southall was he using CNEP? 
A You mean at the beginning? 
 
Q At the beginning? 
A Yes, it was used on some patients at the Brompton Hospital, yes. 
 
Q Was that on older children than those it was subsequently used on in the CNEP 
trial as we know it? 
A Primarily older children, yes. 
 
Q Whose idea was it that it might be used on younger pre-term babies? 
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A Dr Southall’s. 
 
Q What was the reason for that? 
A Dr Southall had used it in a number of infants several months old with chronic 
lung disease as a result of respiratory distress syndrome secondary to being born pre-term 
and had found it had helped with oxygenation and so forth.  I think he had also used it on 
a few babies with respiratory distress syndrome.  He thought that if it was used earlier it 
might prevent chronic lung disease even developing. 
 
Q Whose idea was the CNEP trial with which this Panel is concerned? 
A Dr Southall’s. 
 
Q We know that it in fact took place in two centres ultimately, in Queen Charlotte’s 
Hospital in London and also in North Staffordshire.  Did it take place anywhere else or 
was anywhere else envisaged to take part? 
A Yes.  At one time we considered Hillingdon Hospital in west London but because 
we did not have enough CNEP chambers it never even started there so it never happened 
there, but was considered.  I heard fairly recently that I think it was considered in 
Doncaster Hospital – I thought that Doncaster Hospital had not been involved at all, but I 
heard very recently, I think it was when your colleague Ms Madden came to see me, that 
there may have been some patients from Doncaster but I am not really sure.  I do not 
really know. 
 
Q As far as you were concerned--- 
A It was two centres. 
 
Q Were you primarily involved in one centre rather than the other? 
A Very much so.  I was primarily involved at Queen Charlotte’s. 
 
Q Did you in fact come to Staffordshire at all? 
A Yes, I came a few times.  Once I went up, I think it was with Dr Southall and 
Dr Samuels, to visit Dr Spencer and Dr Brookfield to talk about the possibility of their 
hospital joining the trial.  Another time I went up there with Dr Southall and we actually 
brought up one of the CNEP chambers.  I also at one time gave a talk there and I am sure 
I probably would have gone up a fourth time as well – I cannot remember why.  I went a 
few times. 
 
Q You say you gave a talk; do you remember to whom you gave a talk? 
A I think it must have been to the doctors, with maybe some nurses as well in the 
paediatric department. 
 
Q Let us go back to the beginning.  We know that it was a trial in which you were 
involved in Queen Charlotte’s in London.  Was a separate application made for Ethics 
Committee approval in London from the one that we know was made in Staffordshire? 
A Yes. 
 
Q We know that a protocol existed for the trial which accompanied the application 
in North Staffordshire.  Who was responsible for writing the protocol? 
A The first drafts of the protocol was written by Dr Southall and it was then altered 
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by – I made some suggestions for alterations – Dr Modi and Dr Harvey at Queen 
Charlotte’s--- 
 
Q Were they consultants at the time, Dr Raine? 
A Yes, they were consultants – they were the two consultants at Queen Charlotte’s 
Hospital.  I think Dr Southall showed it to some other consultants as well to get other 
people’s comments. 
 
Q Do you know Dr Samuels? 
A Yes. 
 
Q Where was he based? 
A At the Brompton Hospital. 
 
Q Was he involved in developing the protocol? 
A Yes.  I should have mentioned him as well, I am sorry. 
 
Q No problem.  We know that the protocol, I think, received approval for Queen 
Charlotte’s first of all? 
A Yes. 
 
Q When did the trial begin in Queen Charlotte’s Hospital? 
A I think in terms of the patient recruited, I think that was October 89. 
 
Q We know that the trial was given Ethics Committee approval in North 
Staffordshire in January of 1990 and started thereafter.  As far as the protocol in North 
Staffordshire was concerned, what involvement did Dr Spencer have?  Are you able to 
tell us? 
A Dr Southall and Dr Spencer liaised quite closely about it and there were some 
changes made to the North Staffordshire protocol.  Two that I can recall was that when it 
started at North Staffordshire they only had infants aged 26 weeks or more and they had a 
slightly different approach to twins, so there were some differences in the protocol in the 
two hospitals dependent on local practices and that sort of thing. 
 
Q For how long did Queen Charlotte’s stay in the trial, the CNEP trial? 
A The first patient went in in October. 
 
Q Of 1989? 
A 1989 and it terminated there in December 1990. 
 
Q So it lasted a lot shorter time in Queen Charlotte's Hospital than it did in North 
Staffordshire? 
A Yes. 
 
Q What was the reason for that, Dr Raine? 
A The acting head of department there was someone called Professor Silverman--- 
 
Q This is in Queen Charlotte’s? 
A Yes.  He was acting head for the Hammersmith and Queen Charlotte’s – they 
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were sort of sister units.  He wanted to conduct some trials of his own and I cannot 
remember whether they were to do with…he was a respiratory paediatrician with an 
interest in respiratory matters in neonates as well.  I am not sure what his own trials were 
and whether they actually took place ultimately, but that is why we stopped, because he 
wanted to conduct his own research on respiratory issues in neonates. 
 
Q You cannot remember what? 
A I think it was either to do with surfactant or possibly to do with various 
medication that could be inhaled that might help the breathing of neonates, but I cannot 
be any more specific than that. 
 
Q Can you help as to when surfactant was introduced? 
A It was not introduced in Queen Charlotte’s but it was introduced in Stoke, I think 
it was some time in 1991. 
 
Q And it was not introduced in Queen Charlottes, you say? 
A No, at that time there were a lot of trials going on in relation to surfactant but it 
had not quite yet become established practice. 
 
Q So throughout the time that the trial was being conducted in Queen Charlotte’s 
Hospital, none of the babies had surfactant?  
A That is right, yes.  
 
Q I wonder if you can just a moment take up - because I think you have looked at 
this before - a copy of the Ethics Committee application in Stoke, which is our file 
number 1.  (Same handed) Yes, we should have behind that first tab, tab 1, Dr Raine, you 
will see at page 2 the start of the application to the Ethics Committee which refers to an 
enclosed protocol.  Can you see that protocol attached to the application I think at pages 
... 
A Yes.  
 
Q ... 6 onwards?  Do you see it there?  
A Yes.  
 
Q Right through to 16.  You have told us a separate submission would have been 
made to the Brompton?  
A Queen Charlotte’s actually.  
 
Q Sorry, the Queen Charlotte’s.  How does this compare with the application that 
was made in Queen Charlotte’s?  
A Well, just looking at it now it looks very, very similar.  
 
Q It looks very similar?  
A Yes.  
 
Q Yes, I just would like to ask you a few questions, if you do not mind, about page 
5. If you would turn back to that, behind tab 1.  This, we see, was an information sheet for 
parents that was enclosed with the application for approval of the trial.  Was that 
something that was used in Queen Charlotte’s or not?  
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A Well, in Queen Charlotte’s a consent form had about three paragraphs roughly of 
information, so it was a different information sheet but there was information for parents 
but it was slightly different.  
 
Q Yes, I think if we keep that open, I think we will be able to see how you 
approached it in London, if we just take up - if you keep that open but take up file 3 as 
well and go to tab 8 and page 4?  
A Yes, that was the one we used at Queen Charlotte’s.  
 
Q Yes, so can you just explain for the Panel a moment, you say that was the form 
that was used in Queen Charlotte’s.  Where would the parents sign and such like?  
A I am not sure there was a specific dotted line.  I think they just signed - I cannot 
remember if they signed at the bottom of the sheet or if there was somewhere on the 
opposite of the page.  I cannot remember.  
 
Q Can I ask you this:  in terms of the babies that were involved in the trial at Queen 
Charlotte’s, who took the majority of the consents from the parents?  
A I did.  
 
Q What was the reason for that, Dr Raine?  
A I was a research fellow for this trial and I carried a bleep with me, you know, 
unless I was on leave all the time, so pretty much all the time.  If a baby was born who 
satisfied the entry criteria I would be bleeped and I would come and take consent.  That 
happened unless they forgot to tell me about a baby or unless I was sick or on leave.  The 
vast majority of the time I took consent from the parents.  
 
Q Yes, so it was you who did it?  
A Yes.  
 
Q Just help the Panel about your involvement in this trial and your knowledge of it.   
A As I mentioned, I was involved in writing the protocol.  I was quite heavily 
involved because I would always be called if a patient satisfied the entry criteria.  I would 
then see the parents and I would obtain consent or fail to obtain consent.  If I obtained 
consent, I would help put the infant in the CNEP chamber.  If there was an infant in the 
CNEP chamber, I would do a ward round - I would be there every morning, including the 
weekends, if there was an infant in the CNEP chamber.  You know, if there was a 
problem at Queen Charlotte’s, I think I was the first person that the doctors or nurses 
there contacted.  
 
Q As far as the consent form that we see here is concerned, do you know who was 
responsible for the drafting of that?  Were you involved in it?  
A I am sure I was involved with it.  I cannot remember - I mean, I would say the 
project was a team effort.  I cannot remember who wrote the first draft of it.  I am sure it 
would have gone through several drafts and I am sure we would have had the input of the 
consultants at Queen Charlotte’s.   
 
Q As far as Professor Southall and Dr Samuels were concerned, were they involved 
in the approval of this consent form or the drafting of it?  
A I am sure they were.  
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Q When you made your application to the Ethics Committee, did they make any 
suggestions in relation to it, do you recall?  
A I would say that Dr Southall was my supervisor so he was very closely involved, 
clearly being my supervisor.  Dr Samuels was his lecturer and Dr Samuels and  
Dr Southall worked extremely closely together.  There is no question that it would have 
been discussed by all the people that I mentioned:  Dr Southall, Dr Samuels and the 
consultants at Queen Charlotte’s.  
 
Q In terms of you setting out first of all to take consent from parents right at the 
outset of the trial, was that something that you had done before, Dr Raine, taken consent 
from parents for trials?  
A I do not think so, no.  I cannot recall doing it before.  What happened was that the 
first - I think what happened was that the ethics approval at Queen Charlotte’s was 
granted in September and we had a patient who satisfied the criteria shortly after - maybe 
a week or two afterwards.  That was a patient who was born in the early hours of the 
morning.  The mother’s English was not very good and her husband had left and she said 
no.  After that episode I obviously told Dr Southall that a patient had satisfied the entry 
criteria, but had not been recruited.  Then Dr Southall discussed taking consent with me.  
We even did a mock scenario whereby I interviewed his secretary and Dr Southall and  
Dr Samuels watched me.  They and the secretary, who was being interviewed for me for 
taking the consent, all made some consents about how I had done it.   
 
Q Yes.  Thereafter, did you have any further training?   
A No.  
 
Q So you start to take consents from patients and carry on doing so.  Can you look 
back to that time and help us as to how you would have explained the trial to those 
parents whom you were consenting?  
A Yes, obviously I cannot be very exact because it is - you know how long ago it 
was.  
 
Q We do, yes.   
A What would happen is I would be called, usually by a nurse, and they would say, 
“A pre-term baby has been born who we may think satisfy the entry criteria”.  All the 
nursing staff were aware of the trial.  I would go and see the baby just to satisfy myself 
that it did truly meet the entry criteria for the trial.  If it did, I would then go and see 
ideally both parents, but they were not always both there, if there were younger children 
at home maybe and the mother was there.  My aim would be to see both parents wherever 
possible.  I would show them this document that we have been looking at and talk to them 
about the trial.  I think I would start by telling them - talking to them about the baby 
saying, “I have just seen the baby”, and how the baby was, just by way of background 
and saying that it is quite common for pre-term babies to develop respiratory problems.   
 
Of course, the baby had to have a degree of respiratory failure just to be eligible for the 
trial, so by virtue of that their baby that I was talking about did have respiratory disease.  
I would say that we had been using a new method with the CNEP chamber which uses 
negative pressure to sort of help - it was a negative pressure chamber to help expand the 
lungs and previous studies had shown that it helped improve babies’ oxygen levels and 
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previous studies had been promising and we hoped that it would be helpful in this setting, 
in pre-term babies of just a few hours old.  Although that is what we hoped, we needed to 
do a trial comparing this treatment with standard treatment to show definitively whether it 
did help or whether it did not help.  I would say, “What we are doing is asking your 
permission to be enrolled into this trial.  If you agree to be enrolled into this trial, the 
protocol or the method that is followed is that I would phone one of my colleagues and 
they would then what is called randomise the new born baby and the randomisation 
process would tell us whether the baby was going to have standard treatment or standard 
treatment with the CNEP chamber”.   
 
Q How lengthy a process was this explaining this to parents?  
A I think it depended on the parents.  Some parents had very few questions and were 
happy to - you know, just maybe ten minutes.  Other parents I left the consent form with 
them because they wanted time to think about it and I came back maybe an hour later.  It 
varied, it varied with the parents concerned.  
 
Q Were the parents left with any information to keep for themselves or not?  Can 
you help as to that?  
A No, I do not think so.  I mean, I told them that I would start it up and that we were 
there to answer their questions and so on, but they were not left with any written 
information.  
 
Q Yes.  Looking at this consent form that we still have open I think at page 4, you 
have described how you obviously hoped that CNEP or the trial would reveal a promising 
way of treating babies with respiratory distress.  Do we see any reference in this consent 
form to it being a safe form of treatment? 
A It says earlier studies have not shown any harmful effects from the use of  the 
negative pressure support system. 
 
Q In order to show whether it was safe or not what needed to be done, Dr Raine? 
A You mean apart from the trial itself?  The trial itself. 
 
Q The trial itself? 
A Yes. 
 
Q You told us what you would say to parents and you said you would try to speak to 
both parents, but that was not always possible.  Can I ask you to deal with a situation 
where a mother has had an anaesthetic because, of course, we know that babies had to be 
randomised into the trial at four hours, so how you dealt with the after effects of 
anaesthesia or other medication? 
A The aim, as you say, was that the trial would start at four hours and that is what 
we aimed for.  However, that was not always possible.  It might be for all sorts of 
reasons.  It might be because I was told about it late and it would take me some time to 
get to the hospital.  It might be for several reasons, one of which would be the reason you 
described, that the mother had had a Caesarean section, which was not that uncommon.  
She may have had it under an epidural but maybe under a general anaesthetic.  If she had 
had it under general anaesthetic I would obviously have to wait until she had fully 
recovered.  That might mean I took consent a bit later.  Sometimes it might mean I spoke 
mainly to the father. 
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Q Depending on who was available? 
A Yes. 
 
Q In the course of your explanation to the parents, were they told of any 
disadvantages of CNEP, do you recall? 
A I do not think…  No, I do not think I did, unless they asked me a specific question. 
Normally, no. 
 
Q If they had asked you a specific question what would you have said in response at 
that time? 
A I would have said that there had been earlier studies, primarily in the States, and 
that there had been problems with temperature control and access to the baby, but that we 
had modified the CNEP chamber and that we felt we had overcome these problems and 
that the chamber we used was better than the one that had been used in the United States 
previously, primarily in the United States. 
 
Q Had been used primarily in the United States the chamber that you were using? 
A Negative pressure treatment had.  There was a different chamber.  Essentially, Dr 
Southall had modified the chamber and he felt that his new modified chamber was better 
than the one used in the United States and it had overcome the difficulties that previous 
such chambers had had.  Therefore, that was part of the reason for his renewed interest in 
it. 
 
Q Apart from temperature which you have mentioned and access to the baby, were 
you aware of any problems with the neck seal? 
A I would say those were the three main problems, access, temperature and the neck 
seal.  I am struggling a bit to remember here, but I know that one of the problems the 
Americans had was that on the one hand you needed a neck seal that was good enough to 
maintain the negative pressure within the chamber, but on the other hand you could not 
have a neck seal that was too tight so that it would damage the neck.  I know that was the 
third problem that there was with the previous chambers.  Those were the three problems 
that had led to its discontinuation, as I say, primarily in the United States and mainly 
following what we call positive pressure treatment. 
 
Q I will stay with this subject at the moment.  Did you in the course of the trial at 
Queen Charlotte’s have any problem with trauma to the neck of a young baby? 
A Yes.  We had two such problems. 
 
Q When did those two problems occur? 
A I think the first one occurred in February 1990.  The second one was much milder 
and occurred – I cannot give you the exact date – maybe a month or two afterwards.  I do 
not know exactly when. 
 
Q I wonder just in terms of February 1990 if you would look in file 3 at  
page 152? 
A I am looking at it. 
 
Q Is that the post mortem appearance of the 25 week old triplet who did sustain that 
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trauma? 
A Yes.  This was the infant I was referring to who had the neck trauma in February 
1990, the one who had the severe neck trauma. 
 
Q We can confirm that from the next page from the death certificate that he died on 
2 February 1990? 
A Yes. 
 
Q What problems did this baby have? 
A As you say, the baby was a 25 week triplet.  In those days and in 1990 and prior to 
the universal use of surfactant the mortality and morbidity rate for a baby born this early 
would be very high.  This baby had a multitude of problems.  It had respiratory problems, 
severe respiratory problems.  The baby had kidney failure, renal failure.  I think he also 
had neurological problems.  I think he had a bleed into his head on the cranial ultrasound 
scan.  He could not sustain his blood pressure, so you could call that a degree of 
cardiovascular failure.  He had what we would call multi organ failure. 
 
Q How had the damage to the neck occurred? 
A What we thought had happened was that the baby had become swollen.   
I think that was partly to do with the kidney failure and the baby not passing urine and 
therefore retaining fluid.  The neck seal had become tighter by virtue of the neck having 
become more swollen.  The skin of a baby who is born at 25 weeks is quite fragile.  
Because the baby’s blood pressure was blow the perfusion of blood to the skin would 
have been diminished because the blood would preferentially supply the heart and the 
brain compared to the skin.  Also, I think this baby’s respiratory disease was so severe 
that I seem to recall the oxygen levels were quite low as well, so the amount of oxygen 
supplied to the body, including the skin, would have been lower than it should have been. 
 
Q Did you have any concerns about the injury to the neck? 
A Yes.  I had significant concerns, serious concerns about it. 
 
Q What concerns did you have about that in the context of the trial? 
A I have to say that on the one hand I felt – as I say, I was a research registrar at the 
time, but it was not just me.  I think the feeling was amongst the consultants at Queen 
Charlotte’s and Dr Southall and Dr Samuels was that the baby had died of extreme 
prematurity and several complications of extreme prematurity that we have just 
mentioned, the respiratory failure and so on.  We thought that was why the baby had died. 
 Nevertheless, I was concerned about the neck trauma.  What happened at Queen 
Charlotte’s was that they had regular perinatal mortality meetings where all neonates had 
died were discussed.  Those meetings were quite widely attended by both obstetric staff 
and neonatal staff from juniors to consultants.  When it came to discussing this infant 
who had died and where there had been a neck trauma I was sufficiently concerned to say 
to Dr Southall that I would like him to come to the meeting because I was concerned 
about it for obvious reasons.  Dr Southall did come to the meeting and the case was 
presented and discussed.  Dr Southall said that he would look into it and devise a better 
neck seal so that this sort of thing would not happen again, to diminish the risk of this sort 
of thing happening again. 
 
Q Was that done?  Were there any modifications made to the neck seal in Queen 
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Charlotte’s? 
A Yes.  We subsequently used a silicone type of gel as an additional layer.  You 
might call it a second skin to protect the neck.  That was the main thing, but in addition to 
that we also inspected the neck more carefully and more regularly, especially if the baby 
was under 28 weeks gestation. 
 
Q Can you remember when those modifications were made, the introduction of the 
gel first of all? 
A That was the main modification.  I cannot remember exactly.  I do remember that 
we started looking into it, I think possibly the day of the perinatal mortality meeting, if 
not the next day.  When we actually discovered it and got it and started to use it, we are 
talking about a couple of months, but I cannot give you a date.  I can tell you, however – I 
have read it and it says it in my MD – that after we developed it the subsequent 101 
patients who received CNEP in the trial did not have any neck problems after this gel pad 
was introduced.  That would give you some sort of idea. 
 
Q You referred to a second child who sustained a neck injury.  First of all, how did 
that compare in terms of gravity with the one we have the photograph of? 
A It was much milder. 
 
Q When did that occur in relation to when the gel was introduced? 
A It occurred beforehand. 
 
Q You have referred to your MD thesis.  In fact we have part of it in our file 3 at tab 
8, pages 5 through to 151, the next page after the consent form.  I do not think it is the 
entirety of it there, but is that part of it? 
A Yes, it looks like it. 
 
Q When did you write this thesis?  It was obviously completed in 1995? 
A What happened was that my initial thesis consisted of the first 100 patients in the 
trial.  I think just under half were from Queen Charlotte’s and I think just over half of the 
100 were from North Staffordshire Maternity Hospital.  I initially submitted the thesis in 
1993, but the examiners felt that the thesis should include the completed trial.  By the 
time I heard about that the trial was not finished, but close to finishing.  I then had to 
resubmit my thesis with a significant additional chapter which was the result of the 
completed trial.  
 
Q So you saw the results of the entire trial?  
A Yes.  
 
Q And also, indeed, are one of the authors I think of the paediatrics article which 
follows in our bundle which is right at the very end?  
A Yes, I was one of the authors of that paper.  
 
Q Just going back a moment to the neck seal and the trauma to the triplet in 
February of 1990.  You obviously told us that Dr Southall was aware of it.  Were others 
involved in the trial aware of it too?  Would it have been communicated do you know in 
Staffordshire?  
A I am sure it would have been.  
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Q We started about the trial protocol and I asked you some questions about that.  
I wonder if we can go back that file, please, so file 1, tab 1.  I just want to ask you about 
amendments to the trial protocol.  Perhaps you could just turn to page 19 in the bundle,  
Dr Raine?  
A Yes.  
 
Q We know from this correspondence that a number of amendments were made to 
the trial protocol and this one here is contained within a letter, I think, written by you 
dated 15 May 1990 to Dr Spencer?  
A Yes.  
 
Q Are you there notifying him of two changes to the CNEP protocol.  The first was 
the overall scoring was to take place at 56 days of age rather than at discharge home?  
A Yes, I can see that, yes.  
  
Q I think the second modification is referred to in the second paragraph there which 
was to exclude retinopathy of prematurity from the scoring system?  
A Yes, I can see that.  I have to say I have not seen this letter probably since then but 
I can see the lines you are referring to.  
 
Q I think you have described in the final paragraph how those changes to the 
protocol are minor.  Do you see that?  
A Yes.  
 
Q In your last sentence you say to Dr Spencer that he may feel he wishes to inform 
his Ethics Committee of these changes?  
A Yes.  
 
Q Can you help us as to that.  What was the position as far as amendments to the 
protocol and informing the Ethics Committee from your recollection?  
A At Queen Charlotte's or at Stoke?   
 
Q You may not be able to say about Stoke, I do not know?  
A No, I cannot say about Stoke.  
 
Q Just tell us what the position was in Queen Charlotte's then?  
A I do know that in babies that were breathing spontaneously, that is they were not 
intubated, we did have some cases of a pneumothorax, a collapsed lung.   Although there 
were more in the ones in the CNEP group, in the spontaneously breathing CNEP group 
than in the spontaneously breathing standard group and although that difference was not 
statistically significant we did alter the initial negative pressure following discussion in 
the spontaneously breathing infants in CNEP to minus four instead of minus six.  Again, 
that would have been discussed with Dr Southall at the time and it may have even been 
his decision, I cannot be absolutely sure.  I cannot recall whether we told the Ethics 
Committee about that or not.  
 
Q We know also, for example, that there came a time when surfactant was 
introduced but you have told us that it was not introduced at all at Queen Charlotte’s?  
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A Not at Queen Charlotte's, no.  
 
Q Do you know why that was or not?  
A Yes, I do.  At the time there were many trials actually going on of surfactant and 
whether to use it as rescue treatment or whether to give it immediately at birth on the 
labour ward.  I think in 1991 it became established practice but in 1990 I do not think it 
was quite yet established practice.  
 
Q Queen Charlotte's finished in the trial just remind me again?  
A December 1990.  
 
Q Can you help as to whether head scans were done of babies prior to 
randomisation?  
A I do not think they were done routinely prior to randomisation at Queen 
Charlotte's.  
 
Q What about at the stage at which the babies were scored at 56 days?  
A Oh, yes, yes, I mean that was part of the scoring system.  
 
Q And if babies died?  
A Yes, we would look at the last scan prior to death of the baby. 
 
Q That brings us I think to the scoring system and I wonder if we could perhaps just 
take up file 4 a moment.  Perhaps you can first of all clarify for us what your involvement 
was in the scoring system first?  
A As I mentioned, Dr Southall wrote the first draft of the protocol which included 
the scoring system and then changes were made to that system.  I cannot remember the 
precise changes.  I would be guessing if I told you.  I am sure changes were made but it 
would be guess work telling you what changes were made.  I do know it was discussed 
with several consultants and I think Dr Southall showed it to a number of other 
consultants and some changes were made following that.  
 
Q As far as Queen Charlotte's was concerned who completed the data relating to the 
individual babies who were in the trial?  
A That would have been me.  
 
Q Who then completed the scoring sheets?  
A That would also have been me.  
 
Q So, for example, I think if we just look in our bundle 4 and go to page 36 this is a 
front sheet for one of the babies involved in the trial, number 96, Dr Raine?  
A Yes.  
 
Q The reason I have alighted on this is because at page 36 is there a reference to you 
having seen something because is your first name Joe?  
A  Yes.  
 
Q We see that on the front at page 36 and I just wondered if you could help as to 
what the process was in terms of the scoring sheets?  
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A  What happened with the first --- if it was a baby from Stoke that would almost 
certainly have be filled out by Sister Theresa Wright and for the first 100 patients, of 
which this would have been one, this patient number 96, I would have been sent a copy of 
this form.  So it may mean that I have seen sent a copy of it because I was sent a copy of 
all the first 100 patients in the trial of which just over 50 were from Stoke.  
 
Q Who else received copies of the coring sheets?  
A I am just talking about the first 100 here.  Once I had seen them I would then 
forward them on to Mr John Alexander, the statistician, and he would, and I think his 
wife helped him, enter the data onto one of his computer packages to facilitate analysis.  
 
Q Apart from you did anyone else see the scoring sheets?  
A I might have shown one to Dr Samuels, Dr Southall or Dr Hardy or Dr Modi if  
I had a specific concern but not generally.  
 
Q As far as the scoring system was concerned and, of course, you have obviously 
prepared your thesis and contributed to the paediatrics paper, what was the purpose of the 
scoring system?  
A It was to build up a composite total score of whether CNEP treatment had been 
better than or worse than standard treatment.  If there were two matched pairs the one 
who scored the highest score would have done better in that matched pair, be that CNEP 
or standard.  
 
Q In terms of for how long the trial would last, when it would stop, how was that 
gauged?  
A There was a essentially a graph drawn by the trial statistician which was a little bit 
like a triangle and I have seen it actually in one of these---  
 
Q It might be a good idea if we just had a look at it.  If we go into file 3 behind tab 8.  
 
MR FORDE:  It is also in file 1, page 16.  
 
MS SULLIVAN:  Let us look at that if you have that more easily to hand.  File 1, page 
16, is that the right diagram?  
A Yes, that is right diagram.  
 
Q By reference to that explain to us?  
A I think whenever there was a matched pair, a pair consisting of two babies who 
would have been similar in terms of gestation and the amount of respiratory support they 
got they were scored according to the scoring system we were talking about a minute or 
two ago.  If the baby who had received CNEP got the highest score there would have 
been a point, sort of, up the y axis.  If the baby who had got CNEP had done worse that 
that would have been a point down the y axis.  Those two lines were designed by the 
statistician so that if CNEP was proving to be better than standard treatment according to 
that composite score the trial would be stopped at 1% statistical significance.  Whereas if 
the trial was proving that CNEP was worse than standard treatment that would be stopped 
earlier at 5% statistical significance.  The line joining the two up is what you may call an 
indeterminate line where there was no clear benefit or detriment according to the scoring 
system between the two different treatments. 
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Q So that indicated when the trial would stop? 
A Yes. 
 
Q In terms of the scoring and whether CNEP was better, you indicated that a higher 
score indicated CNEP was better? 
A I think so.  I think that was…that is my recollection. 
 
Q I wonder whether you could just take up file 2, tab 4, page 69? 
A Yes. 
 
Q Dr Raine, if you loo at page 68 you will see that this is a baby we are in fact 
referring to as Patient 7 but you will see from page 68 that this is obviously not a form 
completed by you because it relates to a baby born at North Staffordshire on 12 February 
1992.  I just wanted to ascertain from you, for example, looking at page 69, why it was in 
the case of this baby, who we know died two days later, that she scored 15 for needing 
IPPV for less than four days.  I wonder if you could help us with that? 
A I presume if she passed away at day two of life she required IPPV for two days.  
Again, going from my recollection – it is quite a long time ago – that would seem to be 
the correct score in section 2, 15, because the baby had indeed had IPPV for less than 
four days. 
 
Q In terms of the actual development of the scoring system and the rationale behind 
it, was that something that you were part of or not? 
A Are you asking whether the outcome scoring system was discussed with me? 
 
Q Yes. 
A As I was saying earlier, the first draft was done by Dr Southall and then there was 
input by various people, of which I would have been one of them.  Does that answer your 
question? 
 
Q Yes, it may do.  Were you aware of any problems with the scoring system at all at 
any stage? 
A Yes, I think that the problem with it is although it was shown to quite a few 
people – the consultants at the Brompton, the consultants at Queen Charlotte’s, the 
consultants at Stoke; I think it may have been shown to some other consultants and then 
to people who were not consultants like Dr Samuels and myself – although it was shown 
to quite a large number of people it had not been formally validated as being absolutely 
accurate.  So it was validated in the informal sense of having been seen by a quite a large 
number of people and having been thought to be suitable and accurate but it had not been 
formally, scientifically validated. 
 
Q Apart from the fact that it had not been validated, were you aware of any 
problems within it? 
A I think, you know, I have read a lot about it since and I have been asked some 
questions by your colleague, and I know that it can produce some slightly incongruous 
results.  I think that what was thought was that because it was the same scoring system for 
all patients, whether they had CNEP treatment or standard treatment, that it was objective 
and fair in that respect. 
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Q Can you just help us as to the incongruous results of which you were aware? 
A The one that comes to mind is the one that your colleague discussed with me, 
which was that a baby who had died, like this infant, at two days of age could score a 
higher mark for receiving IPPV to one who had survived for longer, and that seems 
incongruous. 
 
Q I do not know whether you were aware of this:  were you aware of any difficulties 
with the ultrasound scoring?  I am not suggesting that happened at Queen Charlotte’s but 
were you aware of that? 
A It has been pointed out to me, again by your colleague, that there was one infant 
who had, on post mortem, an abnormality which was not shown up on ultrasound.  
Therefore I was asked were we right to score the child as not having had a problem, a 
neurological problem, if you like, whereas the post mortem had shown there had been a 
problem and clearly the post mortem is more accurate.  My reply to that was that the 
outcome score went by the ultrasound appearance and therefore that is how the score was 
done. 
 
Q We also know of some doubling up of ultrasound scores which were corrected.  
I am not suggesting that occurred in Queen Charlotte’s at all – I do not think it did? 
A Yes.  That was also shown to me, and I think that is part of my witness statement. 
 That appeared to me to have been a mistake. 
 
Q I am just going to ask you finally to look at a particular page in file 4 – I think is is 
10.  Do you have that there, Dr Raine? 
A Yes. 
 
Q I do not know whether you recognise the writing on here? 
A There is some writing at the bottom that I think looks like Dr Southall’s 
handwriting.  As far as the actual score sheet, that may be me.  That looks like it could be 
me. 
 
Q Just help us as to what it says on the right-hand side there at the bottom? 
A “Baby 4 per 3 plotted 1---” 
 
Q I am sorry.  At page 10 in the top right-hand corner.  There are a lot of numbers on 
these pages? 
A “Child who lives longest scores less”.  That is not my handwriting.  I am not sure 
whose handwriting that is. 
 
MISS O’ROURKE:  I just wonder if Ms Sullivan could make clear to this witness, if not I 
am certainly going to make it clear to him, that there are several sets of scoring sheets 
here.  There are scoring sheets that were obtained from the Trust which Eversheds 
provided to Dr Nicholson, who made some comments on them, and there were some 
scoring sheets which I think you heard at the outset of the hearing were provided through 
my client and through John Alexander.  This witness should be seeing the ones that are 
the real ones, the trial ones, and we do not believe these are them.  It is not Dr Southall’s 
writing, for the avoidance of any doubt, so that the witness knows that. 
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MS SULLIVAN:  Ms Morris tells me that these particular sheets have come from the 
defence because we did not have any from Queen Charlotte’s until that time. 
 
THE CHAIRMAN:  I suppose wherever they came from, I do not know but the issue 
seems to be around this comment on the bottom right.  Is that right, Miss O’Rourke?  
Miss O’Rourke, the point you were making was in relation to the as yet unidentified 
writing on the bottom? 
 
MISS O’ROURKE:  I can tell you it is not Dr Southall’s writing.  It is just this witness 
said he thought he might be but he did not know, but for the avoidance of doubt it is not 
his and we are not currently recognising the writing.  We will ask the statistician, John 
Alexander, if it is his but if not then we do not think it belongs to anybody in the trial.  
The concern is asking this witness about writing which he has identified is not his and 
therefore I am not sure what the comment that is going to be thereafter sought from him is 
if it is not his. 
 
MS SULLIVAN:  I am not trying to establish it is his writing, I am trying to establish 
whether that was a problem of which you were aware at the time, Dr Raine, or an issue 
(to put it less controversially)? 
A There has been a lot of discussions about this trial for many years, as you know, 
which have included discussions about the outcome score.  I cannot honestly remember 
exactly the timing of the various discussions, I am sorry. 
 
MS SULLIVAN:  That is all right.  I do not think I have anything further. 
 
THE CHAIRMAN:  I think the point which arises out of that, that insofar as Dr Raine 
cannot identify the author of that writing, apart from to say it is not his – and I do not 
think you were doing this, but just in case there is any suggestion that this might be 
arising – it is not open to this witness to look at that writing and say “That indicates that 
we had a concern at the time of the trial”. 
 
MS SULLIVAN:  No, no.  I am asking him what his recollection is and he said it is not 
his handwriting and he cannot take that any further. 
 
THE CHAIRMAN:  He had referred a few moments ago – he gave this as an example of 
an incongruity which arose from the scoring system which was in use. 
 
MS SULLIVAN:  Indeed, yes, and that is really the point that we are seeking to make, 
that it was an incongruity. 
 
THE CHAIRMAN:  And he did give evidence on that point from his own knowledge, but 
this entry on this particular score sheet does not take the matter any further as far as this 
witness is concerned. 
 
MS SULLIVAN:  As far as he is concerned, no. 
 
THE CHAIRMAN:  Miss O’Rourke, does that deal with the point you were making? 
 
MISS O’ROURKE:  Yes. 
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MR FORDE:  Can I make it clear on behalf of my client that when Ms Sullivan suggested 
that the score sheets came from the defence, they did not emanate from Dr Spencer.  
Certainly we have no knowledge of any of the detail in relation to any handwriting in any 
of the outcome forms, with the exception of Theresa Wright.  
 
MR FOSTER:  Ditto for Dr Samuels.  
 
MS SULLIVAN:  Yes, I confirm the material we understand it came from Dr Southall.  
 
MISS O’ROURKE:  Sir, can I make it clear it has come from Dr Southall’s solicitors, not 
from Dr Southall.  It in fact has come from John Alexander, the trial statistician, who is 
going to be a witness for the defence on behalf of Dr Southall and who provided them to 
my instructing solicitors, who then provided them to Eversheds.  So it is not from  
Dr Southall personally.   
 
THE CHAIRMAN:  I think the unclarity of the situation is clear, if I can put it that way.  
Ms Sullivan, that is all the questions you have?   
 
MS SULLIVAN:  That is right.  
 
THE CHAIRMAN:  This is probably an opportune moment to take a break for the 
afternoon before you start, Mr Forde.  Is that all right? 
 
MISS O’ROURKE:  I am starting.   
 
THE CHAIRMAN:  In that case, we will take 15 minutes before you do. 
 
MR FORDE:  Sir, the point being that this gentleman was a London practitioner who has 
little or no knowledge of the detail of what happened in Stoke, so it is thought more 
sensible for Miss O’Rourke to begin.  I will see if there is anything I have to ask him at 
all.  I do not think there will be very much.  
 
THE CHAIRMAN:  That makes perfect sense.  Doctor, you have probably gathered we 
are going to break for 15 minutes and then Miss O’Rourke will be asking some questions 
after the break.   
 

(The Panel adjourned for a short time) 
 
THE CHAIRMAN:  Welcome back, everybody.  Miss O’Rourke, it occurs to me to 
suggest - I have no idea how long your cross-examination is going to be and I am not 
seeking ---  
 
MISS O’ROURKE:  More than an hour and a half, sir.  So I know about timing, 
I anticipate probably an hour and a half to two hours.  I am not anticipating finishing 
tonight, unless you were planning to sit until 20-to six, which I doubt it.   
 
In any event, it looks to me like Dr Raine is going to have to come back tomorrow.  
I understood he was freely available tomorrow because obviously there are questions 
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from Mr Forde and even Mr Foster may have a few questions, or possibly.  I anticipate 
that there may be some re-examination when I have finished and the Panel may also have 
some questions.   
 
Sir, the other thing that I should indicate is that it may well be appropriate for the Panel, if 
they have not already done so - I am sure they have not, or they may not have or some of 
them may not have - to actually read the relevant paper of which Dr Raine is co-author.  
I am certainly going to be taking him to the paper.  It is not that long.  I think it is about 
nine pages or ten pages.  I am also probably going to be taking him to some of his MD 
thesis which is in the bundle I think you saw briefly earlier.  It is about 150 pages.  I am 
not going to take him through all of it, but I am certainly going to take him to selected 
chunks of it, in particular dealing with scoring systems and outcomes.   
 
It may well be that if we did stop in, say, about an hour from now that you might use the 
time usefully reading the paper of which he is the co-author.  Sir, it may just be that 
I choose an appropriate and convenient moment at something around five o’clock.  
 
THE CHAIRMAN:  That would be fine, Miss O’Rourke.   
 

Cross-examined by MISS O’ROURKE 
 
Q Yes, Dr Raine, can I ask you this:  it is the case, is it not, that you yourself, back 
in 2002, were the subject of a complaint to the General Medical Council by the Henshalls 
in respect of your involvement in the CNEP trial?  
A I cannot remember if it was 2002 but, yes, I was.  
 
Q 2001/2002? 
A Yes. 
 
Q It involved you filing a response to the General Medical Council and the case 
being looked at by screeners and Preliminary Proceedings Committee and things like 
that?  
A It was rejected at screening.  
 
Q Yes.   
A Or whatever the term is.  
 
Q It was rejected at screening but in fact the Henshalls then wished to open it up 
again, if you recall, saying there were 1,600 pages that were not looked at and so it should 
be looked at again, and so it went back again and then it was rejected a second time?  
A Yes, it was then rejected the second time at screening.  Yes, that is correct.  
 
Q You had yourself to prepare a response to the General Medical Council on a 
number of issues that the Henshalls had raised against you?  
A Yes.  
 
Q Those issues related principally to two things:  one to things that you had said in 
your thesis, they had gone through your thesis and picked out a number of complaints.  Is 
that correct?  
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A Yes.  
 
Q The other thing that they had focused on as far as you were concerned is this 
patient with the neck trauma?  
A Yes.  
 
Q In particular, they seemed to have complaints about your consenting process for 
that particular child and, indeed, information, even though it was not their child and it had 
nothing to do with them?  
A Yes, they did make various comments about the subjects that you mentioned.  
 
Q You, in fact, had had no dealings ever with the Henshalls because you were based 
at Queen Charlotte’s Hospital and the Brompton Hospital?  
A That is correct.  
 
Q You are now here, I think you understand, as effectively a prosecution witness.  In 
other words, you are not being called by the defence?  
A I was not totally clear about that, though I do know that Eversheds were the 
people that had contacted me, yes, initially, yes.  
 
Q I do not know if you in fact understand or had been told by Eversheds, but the 
Henshalls are the complainants in this case.  You, in effect, are a witness on their behalf.  
Did you understand that?  
A It was not made clear in the way you just have.  
 
Q Right.  Let me ask you this:  you are one of the authors on the paper ...   
A Yes.  
 
Q ... relating to this trial?  If you need to turn it up - and in due course I will ask you 
to turn it up - it is in file 3, divider 8, starting at page 154.  You are familiar with it.  Yes?  
A Yes, I am familiar with it.  
 
Q You are in fact listed on it as the second author after Martin Samuels.  Yes?  
A Yes.  
 
Q That is a reflection of the fact that you in fact were a substantial contributor to this 
paper?  
A Yes.  
 
Q Therefore, very happy to put your name to it?  
A I was a substantial contributor to the trial, yes.  
 
Q Well, to the trial and to the paper?  
A Yes.  
 
Q And very happy to put your name to it?  
A Yes, I was.  
 
Q You would, as an author of a scientific paper published in a serious journal, stand 
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by what you say in that paper?  
A Yes.  
 
Q More than that, as we know, you were funded for effectively two years of your 
position at the Brompton working based at Queen Charlotte’s for this particular research 
project?  
A Yes.  
 
Q Your MD thesis, which was part of the funding, was prepared on the CNEP trial?  
A Yes.  
 
Q Therefore, this was a very important time for you in terms of this particular work 
and study because it was going towards you obtaining an MD thesis, which is a really 
good thing to have?  
A Yes.  
 
Q As you say, the trial at Queen Charlotte’s came to an end at the end of December 
1990.  Yes?  
A Yes.  
 
Q You, in fact, left the employ of the Brompton, your funding came to an end I think 
in September ‘91?  
A Yes.  
 
Q You then moved off to another post.  I think you had a registrar post somewhere 
else?  
A Yes, I became a senior registrar in Norwich at that point.  
 
Q Therefore, at the time that you left in September ‘91 the trial was not quite half 
way through at Stoke at that time?  
A That would be about right.  
 
Q Because it went on until middle to autumn of ‘93.  Although you ceased to be 
directly involved because you were no longer funded in this research post and you had 
gone off to Norwich, you continued to have an interest and involvement because you 
were still writing your MD thesis?  
A Yes, the situation was that the initial MD thesis was going to be about the 
development of the CNEP chambers and complications of the first hundred patients in the 
trial.  When I finished working with Dr Southall in September ‘91, I actually thought that 
that was the end of my involvement with the trial, except that I knew that I would be an 
author on the final paper when the time came to publish that.  But I was writing my MD 
thesis, yes, whilst I was a senior registrar.  
 
Q I am going to suggest that what happened is in the summer of ‘93, when you were 
submitting the first draft of your thesis to your supervisor, to one of the examiners, the 
people that are going to look at it - do you remember a Dr Robinson, a consultant 
paediatrician here in Manchester at the Hope Hospital?  
A Yes.  
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Q The question arose as far as that individual and the assessment of your thesis was 
concerned as to quite what degree of involvement you had had because of you leaving 
Professor Southall in 1991 and because of the trial on-going and because of being a two 
centre trial.  Do you remember that?  
A Yes.  
 
Q There was the question, as often there will be in academic circles, “Well, is this all 
your own work if you are now writing it up in a thesis”, or is this in fact something that 
other people are doing and you are on the periphery?  
A Yes.  
 
Q You had to respond to that as to what was the extent of your involvement.  Do you 
remember that?  
A Yes.  
 
Q I just want to put a couple of propositions to you as to your response and check 
with you that you stand by these statements in the context of your involvement in the 
trial.  Okay?   
A Yes.  
 
Q Firstly, you said when you wrote to Dr Robinson that although it was Professor 
Southall’s idea to conduct the trial, thereafter you effectively became in charge of the 
trial?  
A Well, the trial started at Queen Charlotte’s and I was a research fellow for Dr 
Southall.  I was involved in the day-to-day running of the trial, yes.  
 
Q Absolutely.  Absolutely.  We do not have any disagreement with this.  I am just 
seeking to establish, so that the Panel can understand your involvement so that we can 
then look at your evidence in the context of what you know.  This is not criticism.  Please 
do not think I am about to engage in hostile questioning.  I am establishing - and we do 
not disagree with it - that, yes, the idea was Professor Southall’s but you were very much 
there on the ground because you were at Queen Charlotte’s and he was at the Brompton.   
A Yes.  
 
Q He never clinically got involved in the treatment of any of the patients at Queen 
Charlotte’s, did he?  
A No, I mean --- 
 
Q None of the CNEP?  
A No, I mean there may have been the occasional time, but it was mainly me.   
 
Q The point I am making to you is this:  because he was involved in the 
randomisation process ...   
A Yes.  
 
Q ... and the phone calls were made to him or to Dr Samuels, it had been deemed 
inappropriate for them to get involved in clinical or treatment decisions for patients 
because it could be said to skew the outcomes?  
A Dr Southall was certainly not involved in taking consent at Queen Charlotte’s.  
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That is absolutely correct.  But, you know, I would discuss the patients with him.  
 
Q I am going to suggest to you that he did not get involved in any clinical treatment 
or giving advice or treating patients.  He did not come and see patients.  You may have 
reported to him things that were happening in the trial, but he did not - you may have 
reported particularly to him deaths that occurred and you and he would then have 
discussed what had happened, or after discharge you might have discussed what 
happened, but while the patients were in the hospital being treated he did not come on the 
wards and see them and he did not get involved in treatment or treatment decisions?  
A That is broadly true because the consultants at Queen Charlotte’s - primarily  
Dr Harvey and Dr Modi and then I think Dr Modi went on maternity leave and there was 
the locum - primarily the decisions were ultimately those of the consultants at Queen 
Charlotte’s.  Broadly what you are saying, I would agree with what you say.  
 
Q Indeed, both Dr Harvey and Dr Modi were contributors to the paper?  
A Yes.  
 
Q They were named consultants for patients that were in Queen Charlotte’s 
Hospital?  
A Yes.  
 
Q Dr Southall’s contract was at the Brompton, not at Queen Charlotte’s?  
A Yes.  
 
Q So the position was, going back to your statement about thereon you were in 
charge of the trial, you were involved in the taking of consents?  
A Yes.  
 
Q You were involved in the compilation of the data sheets.  We are going to come to 
those in a moment.  Yes?   
A Yes.  
 
Q I think you say somewhere that the data sheets had 200 items on them.  We have 
looked at them this morning.  It has 150 different items you have to put a score against 
and you were involved in compiling those?  
A Yes.  
 
Q You were involved and then using those data sheets to compile the scoring sheets?  
A Yes.  
 
Q You were then involved in cross-checking the scoring sheets against any other 
information you needed to cross-check and then you sent them to John Alexander?  
A Yes.  
 
Q You then liaised with John Alexander as to any queries that he had?  
A Yes, if he had any queries.  
 
Q Yes, if he had any because sometimes he might say, “I think a score has been 
added incorrectly or a score is wrong and I need to amend it”, and he could check with 
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you?  
A I cannot remember any specific instances but that may have occurred.  
 
Q Then you were involved afterwards in the writing up of the data and the writing of 
the paper?   
A Well, Dr Samuels wrote the paper.  
 
Q Yes, you contributed?  
A He was the first author.   
 
Q Now the next thing that I wanted to put to you from what you said when there was 
a question as to what your involvement was, again you have said it today, originally when 
CNEP was used at the time of the original papers there was a slightly different tank that 
was used.  Yes?  
A Yes.  
 
Q What happened was that because this was now going to be infants with RDS and 
premature infants and then in many cases smaller infants, there was an element of 
redesign done at the chamber.  Do you remember that?  
A No, I mean ---  
 
Q I think you said in your evidence, let me remind you, I have made a note of it, that 
CNEP had already been used, that Dr Southall had been involved in the use of CNEP but 
you said that in fact there were changes made to the CNEP tank from that which had been 
used when they were doing their earlier work and studies?  
A I mean, Dr Southall made a lot of changes compared to the negative pressure 
chamber that was being used, say, in the United States.   
 
Q Yes.   
A But I thought that - my understanding of your question was did he make some 
further changes just before this particular trial started.  The answer to that is not over and 
above those changes he had already made. 
 
Q What I have here is the letter you wrote to Dr Robinson.  Perhaps I should just 
read you the sentence and see if you want to resile from it or stay with it.  You say 
Professor Southall and Dr Samuels designed the initial CNEP tank described in the 
original paper.  That is the one they wrote in the British Medical Journal in 1989? 
A Yes. 
 
Q You say: 
 

“I was the main person who helped to re-design the CNEP chamber 
so as to make it suitable for infants with RDS.” 
 

A Yes.  During the trial there were quite a few changes that were made.  As I said 
earlier, I think a lot of the work was done as a team and with consultation, but the 
changes for instance, were elasticated bands for around the port holes.  That was made at 
some point in the trial, during the trial at Queen Charlotte’s and also a method was 
devised by which x-rays could be taken without opening the chamber up.  That was also 
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made in, I think, the first half of the trial at some point. 
 
Q We do not disagree with that.  The proposition I am putting to you is that you 
were involved in re-designing and working with the design of the chamber? 
A Yes.  I was involved in making those changes. 
 
Q I am looking to establish, first of all, your degree of involvement in the study and 
then we are going to come on to see what you can help us with and what I might be able 
to help jog your memory on, bearing in mind it is quite a long time ago.  In the same 
letter to Dr Robinson you also write the following: 
 

“Professor Southall and I wrote the trial protocol and following 
minor modifications by others, the consultants in the two hospitals 
where the research was being conducted the protocol was finalised.” 
 

Do you still stand by that statement? 
A Yes.  Professor Southall wrote the first draft.  I made some changes, so did others. 
They were not very major changes.   
 
Q That is not actually what you say.  You say: 
 

“Professor Southall and I wrote the trial protocol and following 
minor modifications by others, the consultants in the two 
hospitals…” 
 

A Yes.  I think the modifications by the consultants in the other hospitals were fairly 
minor. 
 
Q No.  The point I am putting to you, Dr Raine, is this:  you were very involved in 
writing the protocol and I am going to come in a minute to you being very involved in 
devising the scoring system? 
A As I say, I did not write the first draft of the protocol. 
 
Q Let us look at the next thing that you said in your letter to Dr Robinson.  You say: 
 

“I also wrote the Ethics Committee applications.2 
 

Is that correct? 
A I just cannot remember that far back. 
 
Q This is a letter you wrote on 16 July 1993 to Dr Robinson at Hope Hospital about 
your MD thesis. 
 
MS SULLIVAN:  He is being asked a lot of questions about it.  Perhaps he could have 
sight of it. 
 
MISS O'ROURKE:  Yes.  I have got a marked copy.  We will get him a clean copy.  
(Same handed)  (To the witness)  I am looking at the second paragraph on the first page? 
A Yes. 
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“I also wrote the Ethics Committee applications.” 
 

Q Do you see that?   
 

“…and at Queen Charlotte’s I obtained consent and initiated 
treatment in all the babies in the trial.” 
 

A Yes. 
 
Q You stand by that, do you, that this is written in July 1993 which would have been 
much more contemporaneous to the writing of the applications and the protocols, so you 
stand by that statement, do you? 
A Yes.  Unless I was on leave or ill I took consent from the majority of the patients. 
 
Q I am concerned about the Ethics Committee applications, because you were 
answering my question a minute ago saying you could not remember? 
A I obviously believed it when I wrote it then.  I cannot actually remember 
physically writing it out all that long ago.  I have written it there. 
 
Q And this time was within three years of those Ethics Committee applications, 
whereas now we are 15 years later? 
A Yes. 
 
Q It is pretty likely to be right in a serious letter to somebody who is judging your 
MD thesis, is it not? 
A Yes. 
 
Q You would be very concerned not to make a statement of involvement in 
something that you were not involved in, because it would have serious scientific and 
other repercussions, would it not? 
A Yes.  I felt that I was very heavily involved, that I had done a lot of work for the 
trial. 
 
Q We are not disagreeing with you, Dr Raine, so that you understand? 
A I cannot say any more than I have said. 
 
Q Dr Raine, so that you understand the purpose of my question, you are the only 
prosecution witness, because, as I have made clear to you, you are being called as a 
prosecution and not a defence witness, who was so intimately connected with the trial, 
and indeed the paper and wrote his MD thesis on it, and therefore can assist the Panel, 
before we got to what is called halftime in the defence case, with what was going on in 
this trial, what its purpose was, what was the purpose of the scoring system, what were 
the aims of the trial and what were the conclusions.  Do you understand? 
A I understand. 
 
Q I am sorry that we have to effectively turn you into a witness who can give expert 
evidence, but the witness who came before you who was called as an expert witness had 
no experience of CNEP and was not doing randomised trial research in the late 1980s and 
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1990s? 
A Yes. 
 
Q You are the only witness who is coming that has been involved.  What I am 
seeking to do is lay the foundation for the degree of your involvement so the Panel can 
understand the extent to which you can help them with what went on in this trial? 
A I understand. 
 
Q After your statement about the consent you then make the following statement and 
I want you to confirm that this also is factually correct: 
 

“After numerous visits to help set up the trial at the North 
Staffordshire Maternity Hospital I was assisted by a research sister 
at that hospital.” 
 

A That is correct. 
 
Q The reason I am putting that to you is because I think you said this afternoon in 
your evidence “a few visits.”  You said, “I came a few times to Staffordshire.”   
I am going to suggest you in fact made quite a lot of visits to Staffordshire to help get the 
trial up and running? 
A I made several visits, yes.  I stand by that comment. 
 
Q No.  You have made the point here: 
 

“After numerous visits”, 
 

not several.  You said in your evidence this afternoon “a few”.  I am suggesting you made 
rather more than a few, that you came up and you brought a CNEP tank with you on one 
occasion so that the doctors and the nurses there could see what it looked like and 
understand it.  You were involved in liaising with Theresa Wright and you were involved 
in liaising with the medical staff and the nursing staff at Staffordshire in terms of 
training? 
A Yes. 
 
Q In part that was at the request of Dr Southall.  You were his research 
registrar/research fellow and this was as part of establishing the study in North Staffs? 
A I did give a talk to the medical staff and some nursing staff would have attended 
about CNEP at a time I went up to Stoke with Dr Southall.  I also, as I said earlier, met 
with Dr Spencer and Dr Brookfield earlier.  I may well have gone another two or three 
times in addition to that for reasons that I cannot remember.  I may well have gone there 
five times.  I certainly was in close communication with Sister Theresa Wright. 
 
Q You were? 
A I was in close communication with the sister.  I was not involved clinically with 
the babies in any way. 
 
Q I was going to suggest what you say in the next sentence of that letter.  You were 
there to deal with technical problems relating to the trial.  You were not clinically treating 
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any of the Stoke babies, but you were there to answer any technical questions if Theresa 
Wright needed them answering and issues such as entry criteria as well.  If any of the 
doctors at Stoke had any issues about that you were available to answer those too? 
A I do not think I was ever contacted by medical staff at Stoke. 
 
Q It would have come through Theresa Wright? 
A Theresa Wright I certainly was in contact with, yes. 
 
Q You then say in the next sentence in your letter to Dr Robinson that you collected 
and analysed all the data.  You identified it as 200 items per patient - in fact I think we 
will see it is 151 – on each patient in the trial? 
A There would have been that.  There would have been the scoring sheet as well. 
 
Q Indeed.  The position is that you are someone who is in a very good position to 
help us as to the aims of this trial, because you were there at the outset? 
A Yes. 
 
Q As to the scoring system and methodology? 
A Yes. 
 
Q As to the protocol because you helped write it? 
A Yes. 
 
Q As to the applications to the Ethics Committee because you appear to have been 
claiming some degree of authorship for them? 
A Yes. 
 
Q As to the technical questions, because you say you were available to answer 
technical questions? 
A Yes. 
 
Q As to the consent process because you were intimately involved in it? 
A Only at Queen Charlotte’s. 
 
Q Yes, but in training as well at Stoke and discussing it? 
A I had nothing to do with that in Stoke. 
 
Q You can answer for the training you were provided with by Dr Southall, can you 
not, and Dr Samuels?  They gave you some training in respect of taking consent, did they 
not? 
A At Queen Charlotte’s, yes. 
 
Q You can answer questions about that and you can also answer questions about the 
outcome and the write up? 
A Yes. 
 
Q I want you to look very briefly at the paper.  I will come back to it, but I want to 
start off with the paper and then I want to look at some of what you said in answer to 
questions from Ms Sullivan.  I will then come on to some other things you said in your 
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witness statement which Ms Sullivan has not asked you about, but I will.  Can you take 
out file 3 and go to divider 8, page 154.  It may be slightly obscured in the top right hand 
corner, but you will see 758 in the bottom right hand corner.  It should be the first page of 
the paper? 
A Yes. 
 
Q You are listed there as the second author.  This is a point I am going to come back 
to, but you may want to have a think about it.  I want to take you to page 157.  Again, the 
numbering is obscured at the top, but it is 761 on the bottom.  You will see in the left 
hand column there is a title “Statistical analysis”? 
A Yes. 
 
Q You will see it says there: 
 

“An overall clinical outcome score (Table 2) was calculated for each 
infant at 56 days of age or at death if earlier.  The age was selected 
to avoid randomization of a large number of infants who would 
remain unpaired at the end of the trial, while at the same time 
allowing determination of the early outcome of neonatal respiratory 
failure.” 
 

A Yes. 
 
Q The next sentence is the one I am particularly interested in: 
 

“The score was developed by six paediatricians and a statistician.” 
 

Do you see that? 
A Yes. 
 
Q I am going to suggest to you that that is a true statement.  Indeed, you have signed 
up to it as an author of the paper.  Can I suggest to you that the six paediatricians included 
the following and you can say yes or no to each one:  Martin Samuels? 
A Yes. 
 
Q David Southall? 
A Yes. 
 
Q Nina Modi? 
A Yes. 
 
Q David Harvey? 
A Yes. 
 
Q Yourself? 
A Yes. 
 
Q That is five.  We are not sure who the sixth one is.  We think it may be that  
Dr Spencer had some involvement in it, but certainly those are five of the six and you are 
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one of them? 
A Yes. 
 
Q You agree with that.  What I am going to suggest to you happened was this:  there 
were meetings in London involving clinicians, paediatricians, those five that I have 
mentioned, all of whom at the time would be based in London? 
A Yes. 
 
Q To discuss what was the aim of the study, in other words what you were looking 
to ascertain by way of outcome.  Yes?  
A Yes.  
 
Q What you were interested in was this, you were interested in knowing whether 
BPD would be reduced by reducing positive pressure ventilation and using instead CNEP 
as an alternative form of treatment.  In other words BPD was recognised as a bad thing?  
A Yes.  
 
Q Professor Southall and Dr Samuels had previously written and had concerns about 
invasive procedures in neonates and long periods in intensive care?  
A Yes.  
 
Q They were particularly concerned that inserting a tube into the trachea can be 
painful and can lead to complications?  
A Yes.  
 
Q So they were interested to know whether if they used negative pressure ventilation 
instead and, therefore, they did not have an invasive tube, there would be a lessening of 
BPD and a lessening of complications.  Yes?  
A Yes.  
 
Q You can probably put it better than me, I am not putting it in the best scientific or 
medical terms.  That was the aim of the study?  
A Yes.  
 
Q It was not looking at whether a baby lived or died because sadly a large number of 
babies who are born extremely prematurely and have RDS, which was, of course, the 
criteria to go in the trial, will not survive in any event.  Yes?  
A Sorry, could you repeat that, please? 
  
Q It was recognised at the start of the trial when you were looking at devising a 
scoring system?  
A Yes. 
 
Q That the group that you were going to treat are babies with RDS?  
A Yes.  
 
Q And they are babies that are extremely premature or premature?  
A Yes.  
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Q It was recognised that a number, a proportion of those babies will not make it in 
any event?  
A Yes. 
 
Q Some might say a quarter, some might say a fifth but something of that order?  
A Yes.  
 
Q But you are not going to know when you start treating them at four hours of age 
which are going to make it and which are not?  
A Obviously the ones that are more pre-term are more vulnerable.  
 
Q But you will not know, some of them will indeed make it and others did not?  
A Yes.  
 
Q What you are looking to do is not study who died.  You did look at that separately 
and I will take you to that in due course, you did look at the mortalities and what was the 
reason.  What you were actually looking at doing was seeing with the two forms of 
treatment whether the complications were lessened as a result of CNEP being a less 
invasive therapy?  
A Yes.  
 
Q So you were looking as clinicians to devise a scoring system that would answer 
questions for you about the complications of intermittent positive pressure ventilation?  
A Yes.  
 
Q So, yes, mortality was going to come into it because you were going to have one 
in four or one in five dying but since your key focus was respiratory complications your 
scoring system had to reflect the question of respiratory complications?  
A I would say the main aim was to decrease the incidence of so called chronic lung 
disease.  That was the main aim.  
  
MISS O'ROURKE:  Sir, I am having notes passed and now questions raised down the 
line. Professor Hutton, who has been present for most of the day, has left when probably 
the most important evidence that she should hear since she is going to be opining 
tomorrow on a scoring system is being given.  I do not know why she has left, whether 
she has gone to the ladies or whether she has had to go?  
 
MS SULLIVAN:  She has had to go somewhere else briefly but she will be receiving the 
transcript so there will be no problem.  
 
MISS O'ROURKE:  That is very unfortunate, sir.  It would have been far better for her to 
be here and to hear this evidence because this is the only witness she is going to get a 
chance to hear who is explaining the scoring system and what happened in those 
meetings. She is not coming back this afternoon? 
  
MS SULLIVAN:  She is coming back but for such part of it as she misses I am sure she 
will be able to absorb everything she needs from the transcript.  I cannot think that 
hearing the evidence is going to make any particular difference.  
  



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D21/86 

Transcribe UK 
VRS Ltd 

01889 270708 
 

MISS O'ROURKE:  Sir, that is obviously her choice and Ms Sullivan's choice.  I am 
offering Ms Sullivan the opportunity if she wants me to stop so that Professor Hutton can 
hear this evidence then I will stop and we can deal with it in the morning.  If she is happy 
for me to keep going then all I would say is I think it is regrettable that the witness leaves 
the room at the time at which the most important evidence for her to hear is being 
elicited.  
THE LEGAL ASSESSOR:  It would not be for the witness in any event to decide on the 
truthfulness of the witness which is what would normally be judged by the demeanour of 
the witness.  So I can see no disadvantage, in fact, from her seeing the transcript.  
 
MISS O'ROURKE:  Sir, I take the point it is just that I have had four or five notes passed 
down the line and I had not spotted she had left but I am now aware she has.  I think you 
answered my last question, I had said the aim was to look at respiratory complications 
and you said it was to look at lung disease? 
A That was the main aim, to look at diminishing the risk of chronic lung disease.  
 
Q Absolutely and I do not think anybody on this side of the room disagrees with 
you.   Therefore, when you were sitting down in these clinicians meetings to discuss the 
devising of the scoring system that is what you were looking to get out of the scoring 
system.  You were looking to reflect and to reflect in any weighting that was done matters 
relating to complications and matters relating to the time that intermittent positive 
pressure ventilation occurred for, the number of days, the amount of oxygen, matters such 
as that.  Do you agree?  
A Yes.  
 
Q I am going to suggest to you, and you may not remember, that there were three 
meetings at least, possibly four, all of which took place in London with most of the five 
clinicians I have identified present to discuss the devising of the scoring system?  
A I know we had meetings about it.  I cannot remember the precise number but, yes, 
certainly the scoring system was discussed.  
 
Q It was discussed quite thoroughly and you were aware as clinicians that you were 
effectively having to devise an arbitrary system.  Yes?  
A Yes.  
 
Q This was unique research; nobody had done this before so it was not like you 
could borrow someone else's scoring system?  
A Yes.  
 
Q It was going to be untested because the testing was going to be in the happening 
of it?  
A Yes.  
 
Q So at the time you are sitting in this room in Queen Charlotte's, the Brompton 
devising it it was going to be untested, you were having to decide what are the questions 
we want to ask, what are the parameters we are setting.  Yes?  
A I am not aware of any other validated scoring system for neonatal outcome at the 
time.  
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Q Absolutely.  That is the point I am making.  So you five or six people sitting in a 
room are having to say as clinicians what are we interested in.  Yes?  
A Yes.  
 
Q What do we want to get out of this study?  What do we think is significant in 
terms of lung disease and complications?  
A Yes.  
 
Q We then have to devise a scoring system that will assist us in that?  
A Yes.  
 
Q We do not have any model that we can look to that we can borrow from?  
A Yes.  
 
Q We have no way of testing it right here and right now.  The testing will be in what 
happens?  
A Yes.  
 
Q We have to devise the system now prospectively?  
A Yes.  
 
Q We cannot make it up at the end because that would be entirely wrong for a piece 
of medical research?  
A Yes, you could not do that at the end, no.  
 
Q Because you would be skewing it by what you know had happened?  
A Yes.  
 
Q What you were aware of was this, you were aware that the outcomes for the 
children that were going to be in your study would be multifactorial?  In other words, 
some them could die, some of them could live, some of them could live with serious 
complications, some of them could live with brain damage.  Yes?  
A Yes.  
 
Q Those who died or who had other serious complications they could run across a 
whole range.  Some of them might be respiratory, some of them might be renal, some 
might be multi-organ, some might be necrotising enterocolitis.  There were all sorts of 
possibilities.  Yes?  
A Yes.  
 
Q But you had to devise a scoring system that was not over complicated.  It could 
not have too many questions and parameters?  
A Yes.  
 
Q Because if it did you would not be able to compare the data in a meaningful way?  
A Yes.  
 
Q So you were devising a system with, as we see, in the end nine questions?  
A Yes.  
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Q You had to choose, you had to make a selection as to what were the key questions 
and what were the ones that would give you the most useful information?  
A Yes.  
 
Q You were doing that as clinicians?  
A Yes.  
 
Q All of you paediatricians?  
A Yes.  
 
Q What you did is you then involved a statistician, a medical statistician,  
John Alexander?  
A I think what happened was that Dr Southall did the first draft and I think, I cannot 
be --- they sent to it John Alexander very early on and then it was sort of appraised by all 
the people you mentioned.  
 
Q I am going to suggest to you that, in fact, what happened is you all as clinicians 
had a meeting first and then John Alexander was involved when you had your clinical 
aims and he was then asked to put a mathematical weighting onto the sorts of questions 
that you wanted answered and he then designed a model for you and you all looked at it 
and looked at the model and then he did another one and it was an evolving process.  
Sound right?  
A I am not sure about that.  
 
Q The paper does say and you confirmed that it is correct that the score was 
developed by six paediatricians and a statistician?  
A Yes, I mean, I am not saying John Alexander was not involved, he definitely  was 
involved.  All I am saying is I cannot remember exactly at what stage he was involved in 
but I thought he was involved very early on but he certainly was involved, there is no 
question about that.  He was very involved.  
 
Q He was very involved?  
A Yes.  
 
Q He was involved in particular in the question of weighting.  In other words, what 
mathematical scores to give?  
A Well...  
 
Q Let me put it more specifically.  The questions on the scoring sheet are clinical 
type questions, in other words how many days do you get IPPV, how much, what is the 
peak pressure, what is the inspired oxygen, did the baby have a pneumothorax, did it have 
necrotising enterocolitis? 
A Yes, yes, yes. 
 
Q They are all clinical questions.  They are not going to be questions that John 
Alexander is going to come up with?  
A All those clinical parameters that needed looking at were definitely chosen by the 
clinicians involved.  They would look at the respiratory system, the neurological system. .  
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Q Absolutely.  So the clinicians determined those.  The clinicians determined the 
range of answers for those, in other words more than four days, greater than twelve days, 
more than 26 days or whatever?  
A Yes.  
 
Q Those, again, were clinicians choosing those target dates as being of some 
significance to them?  
A Yes. 
 
Q What John Alexander then got involved in was whether you allocate twenty five 
or five or ten or zero in consultation with the paediatricians because the paediatricians 
would say that is a lot more serious than this, maybe two or three times as much and he 
then would devolve the mathematical calculation?  
A With regard to choosing the actual figures I am unable to say whether that was 
something that was --- I am unable to answer that question because I do not know the 
answer to that question.  I am unable to say whether that was something that the 
clinicians chose and whether it was something that Dr Southall --- might have been part 
of  
Dr Southall's first draft or whether it was part of his first draft and then altered by the 
clinicians and then altered again by the statistician.  I cannot recollect that sort of detail  
I am afraid.  
 
Q What I will suggest is that you, the clinicians, were contributing in terms of the 
relative seriousness or interest of a particular factor; that is twice as important as this, or 
that is more significant?  
A Certainly that is true.  
 
Q Then the statistician would then say in response to that, well, okay, I can then do a 
model that puts this figure on that one and this figure on that and I can work you up and 
he did do some work ups of mathematical type testings?  
A The graph that we were looking at earlier with a 5% and 1% statistical 
significance, the graph whereby it was determined where the trial should stop. 
 
Q I think you will find that on page 155? 
A Yes. 
 
Q It was included in your paper, was it not? 
A Yes, that was certainly done by Mr John Alexander. 
 
Q More than that he was, again, as you say in the paper – and you will see this on 
157 – the second paragraph under “Statistical Analysis” – he and he alone was aware of 
that sequential plot so only he was going to know when the trial stopped? 
A Yes.  He designed it and he was the one that was going to tell us when the trial 
would stop, yes. 
 
Q And none of you were going to know at what number of pairs the trial would stop; 
he only would know? 
A Yes, he would be the one that would tell us “It’s crossed the line and therefore the 
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trial must stop”. 
 
Q So what was happening was the data was going to go to him and he was going to 
be collating it, as you said, putting it into a computer package, plotting a graph, and then 
he is the one that would have been in a position to say “Stop now because you have 
crossed the line of statistical significance”? 
A Yes. 
 
Q It was what was called an asymmetric sequential design which allowed the trial to 
be stopped either if, as you said, CNEP proved to better or if a different level of CNEP 
was due to be worse – the threshold was lower – to stop it if CNEP seemed to have a bad 
effect, yes? 
A Yes. 
 
Q That was one of the reasons why, for the integrity of the trial, the people doing the 
randomisation were not involved in the consenting or the clinical treatment? 
A I can tell you that at Queen Charlotte’s they were not involved in consenting.  I 
think Dr Samuels may have consented someone when I was away on leave but I 
consented the vast majority.  As I say, they were not in the front line with clinical 
treatment, certainly not, and they were not based at Queen Charlotte’s, so I may have 
discussed some issues but broadly speaking I agree with what you say, yes. 
 
Q That is a different matter? 
A Yes. 
 
Q They were not involved--- 
A Broadly speaking I agree with what you say. 
 
Q They were not involved so there would be no risk of them skewing who was 
randomising what or skewing the results? 
A They were certainly not involved prior to the randomisation, I completely agree 
with that. 
 
Q And they were not involved either in the scoring sheets for the same reason.  You 
did the scoring sheets, you sent the data to John Alexander? 
A I did that for the first hundred, yes. 
 
Q In terms of the scoring system, what I am going to suggest to you is that once the 
model was devised – we say there were mathematical tests done and John Alexander 
produced a model – there were discussions that the system could throw up and probably 
would throw up anomalies.  Do you remember that?  In other words, you could not devise 
a foolproof scoring system because of the multifactorial range of things that were going 
to happen to the babies that were going to be in the trial? 
A I think there was appreciation that there could be anomalies but because all 
patients were scored in the same fashion that any anomalies would balance out and that 
overall it was an objective system. 
 
Q The point you are making about that, I think, might particularly relate to dead 
babies because there were going to be deaths, you all knew that? 
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A Yes. 
 
Q They were not going to be deaths, or it would be highly unlikely they were deaths, 
due to CNEP.  In other words, there was no belief that CNEP was going to kill any 
particular patient? 
A No.  Obviously, when we started the trial the hope was that CNEP would improve 
the outcome of the patients.  That was what we were hoping for. 
 
Q So the deaths were likely to be from the prematurity itself and its complications or 
from other unrelated causes, again probably relating to prematurity? 
A Yes, we thought that the deaths were primarily due to extreme prematurity. 
 
Q So you were aware that there would be deaths and that a scoring system that was 
looking at 56 days – because that is mentioned, obviously, here in the passage we have 
just looked at in the paper – that a number of them were not going to make it to 56 days? 
A Yes. 
 
Q But you deliberately chose 56 days as the cut-off for your scoring system? 
A Yes, in some ways it was an arbitrary choice but one of the things we were most 
concerned with was chronic lung disease.  Because chronic lung disease – I mean, there 
are many definitions of it but even the shortest definition of it is needing oxygen at 28 
days and some require oxygen for quite a longer term that, we chose 56 days as a time 
when we would have a clear idea about the degree of respiratory compromise. 
 
Q Absolutely.  The point I am making to you is this, and the reason I make it – you 
did not, obviously, hear the evidence of Dr Stimmler this morning; he is the witness who 
has given evidence before you – Dr Stimmler appeared to have a criticism that you, the 
people who devised the scoring system, did not seem to think through this question of the 
dead baby.  I am suggesting to you that you would all have been only too well aware that 
a number of your babies in the trial were not going to make it to 56 days? 
A We were aware of that, yes. 
 
Q And you were aware of that when you devised the scoring system and that there 
were then going to be potentially some anomalies or difficulties in scoring babies who do 
not make it to 56 days? 
A Yes. 
 
Q But you nonetheless saw a value of continuing to keep them in the trial rather than 
excluding them?  In other words, just because a baby died you did not say “We knock 
that out of the trial”? 
A No--- 
 
Q There were two reasons for that, I am going to suggest to you:  one is because 
they could die equally on either side of the trial, CNEP or IPPV? 
A Yes. 
 
Q And therefore you knew that the deaths could apply either side and so, as you say, 
you thought the anomalies could iron themselves out? 
A Yes. 
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Q Secondly, can I put this proposition to you?  If you have a baby who lives for, say, 
27 days, does not need any IPPV, is in CNEP, does not have any complications and then 
dies of a non-respiratory case--- 
A Do you mind repeating that? 
 
Q The second part of the question – I am trying not to make it too long, so I am 
seeing you understand the first part.  I am taking two different babies to compare them? 
A Yes. 
 
Q One of them dies at 27 days, has been in CNEP but has died of a non-respiratory 
cause, some other failure? 
A Yes. 
 
Q The other baby lives beyond 56 days but has IPPV throughout that period, has 
huge respiratory complications, has surgery for patent ductus arteriosus, has necrotising 
enterocolitis and whatever; it is not necessarily wrong for that baby to score a lot lower 
than the baby who died because what you are interested in is not the fact of one living or 
dying what you are interested in is the complications of IPPV treatment compared to 
CNEP? 
A I think all I can say is that it was thought that if one had these anomalies that 
because they would occur in both arms of the trial their anomalies would, we hoped, 
balance themselves out.  There could be an anomaly just as the one you mentioned.  I 
mean, I think that it was a composite score, yes, there was a respiratory emphasis because 
that is the main thing we were concerned about but equally we wanted to look at survival 
and non-survival and other non-respiratory parameters. 
 
Q But you looked at those more, I am going to suggest to you, outside the scoring 
system.  Yes, you did have a score on the first question related to mortality from a 
respiratory cause but thereafter all of the other questions of the nine questions related as if 
the child had lived and related to respiratory complications – I will take you to the scoring 
sheet in a minute? 
A There were also some neurological outcome scores. 
 
Q Only question number one related to mortality--- 
A Yes. 
 
Q …and specifically focussed on mortality from a respiratory cause? 
A Yes. 
 
Q And it defined “respiratory cause” very narrowly.  If you recall, it did not just 
mean what a pathologist might call a respiratory cause, it defined it in three different 
ways (and we will look at it in a moment)? 
A Yes.  I agree there was a respiratory emphasis in the scoring system. 
 
Q What I am therefore suggesting to you is the example I gave to you is not 
necessarily an anomaly, it is in fact looking at what information you wanted.  You would 
not want to exclude that baby who died at 27 days of an unrelated cause because you had 
gleaned useful information in respect of that baby in those 27 days because it was in 
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CNEP, it did not need IPPV and it did not develop any complications and so you would 
hate to throw away the useful information that child provided you in the course of its life 
because it was beneficial to the study? 
A What I would say is that that score was supposed to be a composite score.  There 
may have been a bit of a respiratory emphasis because we were interested in chronic lung 
disease, but nevertheless it was supposed to be a composite score because at the end of 
the day that graph that we looked at that Mr Alexander devised was a way of saying “Is 
one treatment better than another?  Is it safe to continue?” 
 
Q Absolutely. 
A We did try and make it a composite score.  There was a bit of a respiratory 
emphasis because that was the big thing the trial was involved in, but it was supposed to 
be a composite score to guide us with overall safety of CNEP versus standard treatment. 
 
Q There are two points to that, are there not?  Firstly the title on the scoring sheet 
was not “Outcome scores”, which it might be if somebody died and somebody lived – 
you would say one had a better outcome than the other.  In fact the title was “Treatment 
outcome scores” and so it related to whether there was a causal relationship between the 
treatment and the outcome.  Would you agree?  Some were going to die in any event of 
multi-organ failure or the complications of prematurity and that is why the focus of death 
only related to respiratory cause? 
A I am not quite clear. 
 
Q I will have another go – it may be it is getting late in the day.  If you want to  
stop--- 
A No, no, I am happy to continue. 
 
Q …say so.  The score was not called an outcome score it was called a treatment 
outcome score – you see that on the scoring sheet? 
A Yes. 
 
Q To the lay person they may say “If it is an outcome score and somebody dies and 
somebody lives the one who lives has had a better outcome” - yes? 
A Yes. 
 
Q But in fact when you are judging the outcome of treatment then what you were 
looking at is not whether they live or die, because if they die for a reason unconnected 
with the treatment – Mr Foster this morning gave an example which puts it into 
perspective and I will throw the same example at you, a nurse runs a patient over with a 
trolley.  That is a death that is completely unrelated to the CNEP treatment, the nurse 
crashes into the tank, disconnects the whole thing and the baby dies – yes? 
A Yes. 
 
Q It would be wrong to reflect that in a treatment outcome score because the 
mortality is completely unrelated to the treatment, it has got another cause.  It is an absurd 
example but it puts it into perspective.  Do you understand the point?  What you were 
concerned about was mortality outcomes that may be affected by the treatment modality 
and therefore that is why you scored mortalities as if they were respiratory, but if it was 
multi-organ failure or the complications of prematurity that was not material to the study; 
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it was looked at separately as causes but it was not material to scoring? 
A If an infant died from something that was totally non-respiratory, that would affect 
the scoring. 
 
Q It would in the sense of it would get a higher score, because question number one, 
if you want to look at one of the scoring sheets – I am told there is one behind tab 7, so 
you can look in the same file. 
 
THE CHAIRMAN:  Page 2. 
 
MISS O’ROURKE:  Page 2, behind tab 7.  Do you see that? 
A Yes. 
 
Q The fact that you have died as opposed to survived is being reflected in the 
composite score – yes? 
A Yes. 
 
Q It has been reflected by a fairly significant weighting of 25 points? 
A Yes. 
 
Q When you look at some of the other weightings where it is five and ten, there is a 
significant factor for the fact you do not live – yes? 
A Yes. 
 
Q But on the other hand the difference between death from a non-respiratory cause, 
so the nurse with the trolley, as opposed to death from respiratory cause, is also reflected 
by a difference of 25? 
A Yes. 
 
Q Which is significant? 
A Yes. 
 
Q But apart from that question every other question on the sheet ignores death? 
A Yes. 
 
Q That is the only one that relates to death? 
A Yes. 
 
Q It defines respiratory death in a very narrow way, would you agree?  You see it 
there, a respiratory death is either in the first 27 days or an acute arrest due to a 
pneumothorax or a haemorrhage, or from 28 days onwards you have to have been 
ventilated for more than 48 hours?  
A Yes.  
 
Q Yes.  It is not just a pathologist or somebody reading the post mortem and saying, 
“That is a respiratory death because it is RDS or it is hypoxia or something”; there is a 
very specific definition.   
A Yes. 
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Q Now, the purpose and reason for that was again what it was you were looking to 
measure and what it was you were looking to learn.  What you were looking to learn was 
about the complications of ventilation?  
A Yes.  
 
Q Therefore, my point to you is this:  the child who dies at 27 days or indeed at 55 
days or just before the calculation in the study because the nurse has knocked the trolley 
off, may in those 55 days have provided you with very important information?  
A Yes.  
 
Q “In CNEP.  No complications.  Doing very well.  Not needing positive pressure 
ventilation.  Not needing high rates of inspired oxygen.  Not needing peak pressures”.   
A Yes.  
 
Q If you started scoring that baby at 0 because it died, you would be losing valuable 
information for the trial as to how well that had done because what you are looking at is 
not the outcome but the treatment outcome.  Yes?  
A Well, that was why there was a difference with death from a non-respiratory cause 
as to death from a respiratory cause.  
 
Q It is not just that, Dr Raine.  It goes wider.  It is why the questions that followed 
from 2 to 9 look to factor in to ignore death and to factor in how you did during this 
period, or whether you needed this or not because that is primarily what you were 
addressing?  
A Yes.  
 
Q It may be you have not appreciated this, but Dr Stimmler, who gave evidence 
before you this morning, seemed to be suggesting that all the babies - that the scoring 
system was wrong and it was wrong in respect of babies who died before 56 days.  He 
seemed to think they should all be scored 0 and that you in your meetings had not taken 
into account the impact of mortality.  I am suggesting to you if you started scoring those 
babies with 0, you would be losing valuable information for the baby who lived for 25 or 
50 days and was doing very well and had no complications.   
A I agree with that.  
 
MS SULLIVAN:  0 after death was what he was saying.  
 
MISS O’ROURKE:  No, he was scoring some of them 0 even regardless of death.  (To 
the witness) The other point is this:  if you have two babies in a pair and one dies after 50 
days of non-respiratory complications and one dies after 50 days of horrible respiratory 
complications, and in that 50 days has had 28 days plus of IPPV and a lot of oxygen and 
has had some surgery and all sorts of complications, you should not score those two the 
same for your study, should you?  Because one of them, although they both died and the 
lay person might say they both had the same bad outcome, for the purposes of your study 
and the impact of treatment they had very different outcomes?  
A I agree with that.  
 
Q So those were all the sorts of factors that you were aware of when you were 
devising the scoring system?  
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A Yes ---  
 
Q Those were the issues you discussed?  
A I certainly take on board your last example and your recent examples and I agree 
with them.  
 
Q What I am going to suggest to you is those five pages of questions that amounts to 
nine questions - or I think it is four pages - you spent a lot of time and effort in devising 
that scoring system and agreeing what were the questions and whether it was four days, 
ten days, 28 days, et cetera?   
A Yes.  
 
Q A lot of thought went into it?  
A Yes.  
 
Q You were aware there was no right answer as to how to do it.  You had to ---   
A We were aware that there was an arbitrary element, yes, but that we had to - that 
that was one way of ---  
 
Q One way of doing it?  
A One way of doing it, yes.  
 
Q Can I put to you this proposition and it comes from an expert who has reviewed 
this case and who may in due course be giving evidence for the defence:  it was a valid 
way of doing it given the aims of the study?  
A Yes.  
 
Q Would you agree?  It is not the only valid way of doing it, there may be others?  
A I agree with that.  
 
Q In fact, even with the benefit of hindsight and retrospect it appears it may have 
been the most valid way of doing it?   
A I could not say because I am not a statistician, but I think it was a valid way of 
doing it.  We discussed it carefully more than once and we tried to sort of be as accurate 
as - we tried to make it as informative as we possibly could.  
 
Q Two further points on the scoring system, which are this:  in ultimate terms (a) the 
scoring system was not what stopped the trial.  Although the design was that and John 
Alexander had his little graph, it never actually came into play?  
A It was the graph that stopped the trial.  
 
Q Yes, but it did not actually happen.  The trial stopped before hitting either of those 
points on the graph?  
A It stopped the line joining those two points, the so called indeterminate line.  
 
Q Secondly, when you came to write up the conclusions of the paper and, indeed, 
when you wrote them up in your MD thesis, it was not the scores that determined what 
you wrote up, it was an assessment, an analysis of the clinical data that you wrote up in 
terms of discussion paper?  
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A Yes, I mean the outcome score - the treatment outcome score was primarily to do 
with telling us when we should stop the trial.  When I wrote up the MD and what we were 
most concerned about was the individual parameters like chronic lung disease, 
neurological abnormalities and others.  
 
MISS O’ROURKE:  Absolutely.  Sir, I am about to move on to another topic, which is 
the neck trauma.  I do not know whether you want me to go on and deal with that now, 
but I have quite a few questions about that and again some stuff that this witness has 
written.  I do not know whether it is an appropriate moment to stop now.   
 
THE CHAIRMAN:  I think it probably would be, Miss O’Rourke, so we will stop now.  
Dr Raine, we look forward to seeing you back again tomorrow so that your evidence can 
continue.  I have no reason to think that you will, but I must tell you anyway, please do 
not talk about the case or discuss it with anyone between now and the time when you 
come back here tomorrow.   
 
THE WITNESS:  Okay.   
 
THE CHAIRMAN:  We will break now and meet again tomorrow morning at 9.30.  
 

(The Panel adjourned until 9.30 a.m. 
on Wednesday, 11 June 2008) 
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THE CHAIRMAN:  Good morning, everybody.  We continue with the case of  
Dr Spencer, Dr Southall and Dr Samuels.  Mr Forde, I think this today is a day when  
Dr Spencer is not here? 
  
MR FORDE:  He is actually here.  I think he has probably just taken a comfort break.  
I hope someone will locate him for me.  I have seen him this morning.  
  

Joseph RAINE, recalled 
Cross-examined by MISS O’ROURKE (continued) 

 
Q Thank you, sir.  Dr Raine, just a few more questions about the scoring system and 
then I promise we will move on to something else.  Once you had taken the data from the 
data sheets, can I get you to confirm what we are talking about?  I think the best example 
is in file 3.  It is divider 7.   
 
THE CHAIRMAN:  We are in file 3, divider 7? 
  
MISS O'ROURKE:  I think divider 6 may be a better example, page 121.  This is for a 
patient that you would not have been involved with even seeing the sheet but it is an 
example.  What I am going to suggest to you what we have got at pages 121 to 129 is the 
sort of data sheets that were completed from the clinical records.  Do you agree?  
A Yes.  
 
Q You will see that there are 151 different questions and somebody would have to 
complete that data from the clinical records?  
A Yes.  
 
Q As we understand it in Stoke that was being done by Theresa Wright?  
A Yes.  
 
Q But in Queen Charlotte's it was being done by you?  
A Yes.  
 
Q What you were doing when you were answering each of these questions is you 
were using the clinical records to do it.  You were not using things like post mortems 
because a number of the children survived, a number did not have a post mortem in any 
event and it would not have been the appropriate way to do in order to ensure consistency 
in the way you were filing these sheets in?  
A That is correct.  
 
Q What you then used these sheets at 121 to 129 for was to thereafter complete the 
scoring sheets, an example of which we see for this patient starting on page 132?  
A Yes.  
 
Q So a number of the questions that were asked on the data sheets mirrored the 
questions that were going to be asked as to what were the oxygen requirements, etcetera, 
for example, if you look on page 122 you have got questions there as to your peak 
pressures, your oxygen requirement 28 days and then you have got questions relating to 
pneumothorax, etcetera, on the data sheets and you used the information there to transfer 
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onto the scoring sheet?  
A Yes.  
 
Q The reason I ask you it is this that for some of the cases it is said ultrasounds are 
missing.  It is said there is no ultrasound in the notes.  You will see on the questions on 
these sheets if you look on page 127 on the data sheet there is questions 128, 129, 130, 
131 ask about cranial ultrasounds.  Yes?  
A 128 to 131.  Yes.  
 
Q 2 means a ‘no’, so there was none for this patient before entry into the tank  but 1 
means ‘yes’, so it suggests there was one after this patient came out of the tank.  Yes? 
A That is right. 
 
Q This particular patient there is no ultrasound, I think, in the notes.  What would 
you say the data sheet told you?  Is that a score that if you were scoring it or  
Theresa Wright was scoring it that you could just make up if there was not one?  
A The key question is, I would say, number 132, cranial ultrasound at 56 days or 
preceding discharge because that is, at the end of the day, you know, one of the key 
ultrasounds and that is, if you look at the scoring sheet that asks the same question.  So I 
would say question 132 was a key question, was a key ultrasound.  
 
Q But if there was an ultrasound done at 130 and 131 the answer 1 says that an 
ultrasound was done even if it is not in the notes, it is possible it gets lost or something of 
that sort.  What I am asking is do you make up the answer if there is not an ultrasound?  
Or where do you get these answers that you are putting on the data sheet from?  
A For 130, you know, if you had an ultrasound it was routine to print the images out, 
unless there was a very unlikely event that the printer on the ultrasound machine was not 
working.  So if you had the ultrasound one would automatically assume that you would 
have the picture unless the printer was not working or I suppose it could get lost for some 
reason.  
 
Q I am perhaps being unfair in not making clear what has happened in a number of 
these cases.  In a number of cases you know the records are very old?  
A Yes.  
 
Q In a number of these cases are no ultrasounds available to us now today, or, 
indeed, ultrasound scan reports.  We do not know whether they have gone missing from 
the notes or they never existed.  Those are obviously the two possibilities.  Do you 
understand?  
A Yes.  
 
Q What is being said is, or what we say is that fact that there are answers on this 
data sheet shows that once upon time when you or Theresa Wright filled in these data 
sheets there must have been ultrasounds because you would not make up an answer. That 
is the question I am asking you.  In order to have filled in an answer 1 which is yes for an 
ultrasound you or Theresa would not be making that up, you must have either seen an 
ultrasound report or a print out or the ultrasound itself?  
A Yes, because otherwise we would have said that there was no ultrasound.  
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Q That is what I am seeking.  It is just that it is part of the General Medical Council's 
case and the expert that they called said there was no ultrasound, so how did this baby get 
a score?  I suggested to him that, in fact, the scoring was done from the data sheets.  We 
have not called a witness yet to establish that.  You are someone who complete data 
sheets and scoring sheets and that is why I am asking you would you have answered those 
questions with a 1 saying yes, there was one if, in fact, there was not one?  
A No, I mean, if the answer to --- I am looking at it again, you know, after quite a 
period.  If it says that an ultrasound was done say post exit out of the tank and 1 is yes 
then the answer was, yes, it was done.  
 
Q That is the point I am seeking to establish.  We have had no witness yet able to 
give such evidence because you were the first witness that has written on the data sheets 
or the scoring sheets.  So I am asking you to answer what we on this side of the room 
know but we have not had any evidence of.  When something does not exist you will put 
a little dot or an ‘N’ for not applicable.  We see that on pages 121 to 127, for example 
125?  
A Yes.   
 
Q 126, for example?  
A Question 126? 
  
Q No, page 126.  111, 112, 113, there is a little dot put in suggesting there were no 
readings or measurements?  
A  Yes, that sort of rings true.  
 
Q So that is how they were completed?  
A Yes.  
 
Q Then the scoring sheets were completed from the data sheets?  
A Yes.  
 
Q Then the scoring sheets and the data sheets were sent to the statistician?  
A Yes. 
 
Q So he had both lots?  
A Yes.  
 
Q So that he could check them?  
A Yes.  
 
Q And he was specifically employed in order to fill the data, put it onto a computer 
package and prepare an analysis?  
A Yes.  
 
Q But also it was a failsafe mechanism to check the system?  
A Yes, it was good to have someone independent.  
 
Q Say you or Theresa had done your addition wrong, you had made an arithmetical 
mistake, here was a second check because he and I think you said his wife were entering 
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it all onto the computer and they were checking it beforehand?  
A Yes.  Dr Southall told me quite a few years ago that Mr Alexander --- with 
outcome scoring sheet the one with the nine questions that Mr Alexander also checked 
the addition for that.  
 
Q That is what you would expect a careful statistic that to do before entering 
something on a computer that was then going to produce graphs and was going to have 
some significance?  
A Yes.  
 
Q That is all I wanted to ask about scoring systems.  I wanted to ask you about the 
trial itself.  Firstly, this trial, in fact, received UK Medical Research Council approval, did 
it not?  
A We applied for a grant from the Medical Research Council.  
 
Q But it got approval and an Alpha rating, do you remember that?  
A Yes, it got, from what I remember, it got I think it was called Alpha --- there were 
two ratings, one was Alpha, as you say, which meant it was high scientific merit. Then 
within that there were three classifications, I do not know whether they were 1, 2 and 3 or 
A, B and C.  We got the third rating within the Alpha bracket which meant that it was 
thought to be of a high specific scientific merit.  The MRC at that time did not have 
sufficient money to fund if. 
 
Q With that Alpha rating it would enable you to look elsewhere for funding on the 
basis that the Medical Research Council had approved this study as being of scientific 
merit?  
A We certainly applied for grants from other places as well.  
 
Q The position is this, that your salary was, in fact, funded for this study on the 
strength of the protocol and the scientific merit of the study?  
A Yes.  I mean, it went to the Committee at Brompton Hospital who on assessing the 
trial, the protocol and so forth decided to fund it, yes.  
 
Q I am going to suggest to you that it was for the time a well run trial.  It was taken 
very seriously.  You had meetings and you discussed issues as they went along.  There 
was very good data monitoring and there was liaison between the two centres and all the 
clinicians about any issue that arose during the trial?  
A Yes.  
 
Q Turning now to the question of surfactant which you said happened at the end of 
your time at Queen Charlotte's and had not actually been introduced into the trial at 
Queen Charlotte's because of the ending of the trial.  I am going to suggest to you that 
that issue was again taken seriously in terms of what do we do; does it affect anything; 
will it skew the trial.  Even to the extent of receiving advice from the statistician as to 
what the effect would be.  Do you remember that?  
A I remember that it was taken very seriously because by 1991 it had become 
established good practice to use surfactant and the team at Stoke, because the trial had 
finished at Queen Charlotte’s by then, felt that it should be introduced, rightly so.  There 
was then the question of how this would affect the trial, given that this was an additional 
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intervention, and I cannot remember a conversation personally with the statistician but I 
do remember it was definitely discussed in quite a bit of detail and taken seriously. 
 
Q Let me jog your memory and show you a letter that has come to Dr Southall from 
John Alexander, the statistician, but it appears, you can confirm it, on the bottom that it 
was copied to you. It might jog your memory.  (Same handed)  Sir, I was actually going 
to propose that the Panel see it but perhaps the Legal Assessor and Ms Sullivan had better 
see it first.  (Same handed)  We believe the Joe at the bottom is you, DS is David 
Southall, MS is Martin Samuels, Joe with a tick is you. 
A Yes, I am sure that would be me.  So, yes, it is.  I have not read the whole letter, 
but, yes, this clearly shows it was discussed with Mr Alexander.  That does not surprise 
me because I remember we took it seriously, I just could not personally remember it. 
 
Q It indicates I think what you said to us yesterday in your evidence-in-chief about 
surfactant that because it was going to be applying equally to both sides of the trial the 
belief was that statistically it was not therefore going to skew the trial. 
A Yes. 
 
Q The letter seems to suggest that is the statistician’s view. 
A I have not finished reading the letter, but, yes, that would ring true because that is 
what we did subsequently. 
 
Q The position is this, what this letter demonstrates is that the clinicians throughout 
were working hand in hand with the statistician to make sure that things were right and 
that they had the medical statistician’s approval for the way they were developing issues 
in the trial. 
A I agree. 
 
MISS O’ROURKE:  Sir, I do not know what D number we are at but if Ms Sullivan has 
no objection … 
 
MS SULLIVAN:  No objection.   
 
MISS O’ROURKE:   D12.  (Same handed)  Can I take you next to the question of 
consents and suggest this to you in terms of what training you were given and how you 
were dealt with in terms of taking consent in a trial.  It is the case, is it not, that Professor 
Southall and I think probably Dr Samuels as well were involved in watching you taking 
consent I think from Professor Southall’s secretary? 
A Yes. 
 
Q In fact they videoed that exercise, if you remember, and they played back the 
video. 
A Yes. 
 
Q They criticised the way in which you had done it and gave you pointers based on 
watching the video. 
A Yes. 
 
Q They took very seriously the issue because they videoed it, they discussed it, they 
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were present and watched it and you talked through how you would take consent as far as 
the trial was concerned. 
A Yes. 
 
Q It was an indication again of recognition by both of them of the importance of that 
issue and that someone like you who was going to be taking a lot of consents would be 
trained. 
A Yes.  As I said, everything you say is correct.  As I said, what happened was the 
first patient declined consent and this I think happened at the very, very beginning of the 
trial, just afterwards, but, yes, I agree with what you say. 
 
Q As far as you are aware the same care would have gone into providing guidance 
and training for those at Stoke. 
A I do not know about that side of things.  I am not able to comment. 
 
Q You worked for quite a period of time with Professor Southall and Dr Samuels on 
this trial. 
A Yes. 
 
Q Would you agree with this, that they were methodical, careful, almost 
perfectionistic people in the way they ran this trial. 
A Yes, they were very careful and methodical. 
 
Q You would expect them if and insofar as they had been involved in going up to 
Stoke to give advice on training or dealing with Theresa Wright to provide her with 
training to train others.   You would expect them to be doing it properly based on what 
you experienced of them. 
A Yes and obviously there was the Stoke consultants, Dr Spencer and Dr 
Brookfield, who were at Stoke and who David and the rest of us liaised with, yes. 
 
Q On the subject of consent and I think again you deal with this in your MD thesis 
and it is also in the paper, in fact people did refuse consent.  I think it was about 88% that 
consented, so there was a 12% refusal of consent. 
A I cannot remember the exact percentage but certainly patients did refuse consent. 
 
Q It was in double digits, you agree with that. 
A I cannot say off the top of my head.  I certainly remember that quite a few people 
refused consent. 
 
Q Now I want to ask you about the particular patient that you talked about yesterday 
in respect of the neck trauma and can I put this to you firstly, because you may or may 
not be aware of it, both from the complaint made against you to the General Medical 
Council and any publicity that you have read.  There have been suggestions in the press 
and otherwise and, indeed, made at various stages by the complainants, the Henshalls, 
that this baby effectively was strangled by the CNEP tank or by the neck seal and I see 
Mrs Henshall nodding her head, it is her case that this is a case of strangulation.   Not just 
strangled but strangled to death is the allegation.  You were involved I think firstly in 
taking consent from the parents for this particular child, is that correct? 
A Yes, I think I was, yes. 
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Q You are able to confirm that this was one of triplets born at 25 weeks. 
A Yes. 
 
Q You were involved, as you told us yesterday, in the perinatal mortality meeting in 
respect of this child. 
A Yes. 
 
Q Indeed, I think you were involved in organising it or inviting Professor Southall to 
it. 
A I was not involved in organising it, it just was something that took place regularly, 
but I invited Dr Southall to it, yes. 
 
Q In addition to him and the people that you mentioned yesterday, the case was in 
fact presented by Dr Gau who was the consultant pathologist at the time. 
A Yes. 
 
Q  So the consultant pathologist was there together with the consultants from Queen 
Charlotte’s, that is Professor Harvey and Dr Modi. 
A I remember Dr Harvey was there.  I cannot remember if it was Dr Modi or her 
locum, because I think at some point she went on maternity leave, but there would have 
been two paediatricians there. 
 
Q I have got a document that you wrote at the time of your GMC complaint and in 
that you say: 
 

“Dr Gau was present together with Professor Southall, Professor 
Harvey, I think Dr Modi, and the locum consultant, Dr Rochford 
were all present”.  (Document not provided to shorthand writer) 
 

A Could you just repeat that, please? 
 
Q Yes.  The words that you wrote were these: 
 

“Cases at the meeting were presented by Dr Gau, consultant 
pathologist. The meeting was attended by Professor Southall, 
Professor Harvey and I think that Dr Modi and the locum consultant, 
Dr Rochford, were also present”. 
 

A I agree with what I wrote there. 
 
Q  

“There were also several consultant obstetricians as well as junior 
medical staff”. 
 

A Yes. 
 
Q You then went on to say: 
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“It was felt that the baby died of the complications of prematurity.  It 
was not thought the baby had died of neck trauma.  The neck trauma 
was felt to be secondary to neck oedema and poor skin perfusion 
secondary to hypotension, hypoxia and hypothermia”. 
 

Do you agree with all of that? 
A I agree with all of that. 
 
Q Was that the view of all of the specialists who were present at the time? 
A Yes.  A 25 week triplet at that time, 1990 prior to surfactant, would have had a 
very high mortality and the view was that the baby had died from extreme prematurity 
and the complications of extreme prematurity. 
 
Q Indeed, I think when you wrote it up in your MD thesis you wrote as follows: 
 

“The baby also developed renal failure, oedema and hyperkalemia.  
Other complications included bilateral cerebral periventricular 
echodensities and hypothermia with an axilliary temperature of 
34.8°c”. 
 

A If I wrote then I agree with what I have written. 
 
Q Suggesting that what in fact was seen as far as the patient was that there were 
dermal and epidermal changes consistent with skin necrosis but for the reasons that you 
gave, because the baby was swollen up for other reasons, because it was suffering from 
oedema and renal failure and that is what caused some skin changes rather than the skin 
changes being what caused its condition or its death, yes? 
A Yes. 
 
Q What happened I think you said is they went on to look at making modifications 
to the neck seal and you mentioned that yesterday. 
A Yes. 
 
Q In fact, I do not know whether you recall this but Professor Southall liaised with 
the Biomedical Engineering Department at Brunel University.  Do you remember that? 
A I do not remember that.   
 
Q In addition to making changes to the neck seal and introducing the gel there was 
also a decision that infants should have their necks inspected six hourly, but more 
frequently if the infant was below 28 weeks gestation. 
A Yes. 
 
Q So again it was an issue that was looked at, considered, taken seriously, as you 
would expect in a good trial with competent clinicians. 
A Yes. 
 
Q I want to ask you now just a few questions about applications to ethics committee. 
 I took you yesterday to the letter that you wrote at the time of your MD thesis where you 
said about your involvement in writing the applications. 
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A Yes. 
 
Q In fact you were the maker of the application to Queen Charlotte’s; in other 
words, you applied, but you did not do that at Stoke and you would not have because you 
did not work at Stoke. 
A That is right. 
 
Q So an application to a local medical ethics committee is to the ethics committee of 
the particular hospital. 
A Yes. 
 
Q Or it was then. 
A Yes. 
 
Q So it is made by somebody who is employed or works at that hospital. 
A Yes. 
 
Q That is why Dr Spencer made the application at Stoke, although you may have 
prepared a lot of the material for him. 
A Dr Spencer did make the Stoke application himself. 
 
Q Indeed he did, but you prepared I think some of the material to put into the 
application in terms of the protocols and other material. 
A I did not have anything to do with the Stoke application.  I am sure I would have 
sent him a copy of the protocol.  I may have sent him, I cannot remember, a copy of the 
submission to Queen Charlotte’s, but I did not actually fill in sections of the Stoke 
application. 
 
Q No, of course, and he is the one who signed it and that is because he worked there 
and he is the one who had to apply, it was his hospital. 
A Yes. 
 
Q That is how it worked at the time. 
A Yes. 
 
Q I think yesterday you were taken to a letter at page 19 in bundle 1.  I am not sure 
we need to turn it up.  It is where you wrote to Dr Spencer advising him that he may or 
may not want to tell his ethics committee something. 
A Yes. 
 
Q The reason you were writing to him was it was his ethics committee and so it was 
him who was going to have to make a decision whether or not to tell them or advise them. 
A Yes. 
 
Q That would depend on what went on or what was expected in his locality and that 
would be a matter for him to know. 
A Yes. 
 
MISS O’ROURKE: I think I am finished.  I am checking my notes.  Thank you, I have no 
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further questions.   
 

Cross-examined by MR FORDE 
 
Q Good morning, Dr Raine.  I am going to be a great deal less time, you will be 
relieved to hear.  I want to ask, if I can, a little about some of the documents in our file 1, 
first of all.  As you know I am asking questions on behalf of Dr Spencer.  If you go 
behind tab 1, a document I am not suggesting you would have seen, at our page 1 is Dr 
Spencer’s letter to Dr Heron who was then chairman of the ethical committee enclosing 
an application form for the study, saying he will use an MAC consent form.  If you go 
over to page 6 (top right) and then look at the pages between pages 6 and 16, that is the 
one that ends with the Alexander graph you told us about?  
A Yes.  
 
Q Do you remember you talked about the “indeterminate line”?  
A Yes.  
 
Q Would you agree with me that essentially those pages between 6 and 16 appear to 
mirror almost exactly the same documentation that was prepared for Queen Charlotte’s?  
A They are very similar.  There were some, as I mentioned yesterday, difference 
between them--- 
  
Q The two small things---  
A But they are very similar, yes.  
 
Q Because what Dr Spencer recalls is that the trial having started in Charlotte’s, 
essentially when the application was made to Stoke he was coming, if you like, to 
existing protocols and existing scoring methodologies and simply seeking the permission 
of his own Ethics Committee to use essentially the model that was in existence at 
Charlotte’s.  Is that a fair summary?  
A It is certainly true to say that it started at Queen Charlotte’s several months before 
it started at Stoke and, therefore, things would have been done at Queen Charlotte’s first.  
 
Q Then I wanted to check the two matters that you mentioned, which you thought 
might be issues specific to Stoke.  I think one was how twins were to be dealt with.  Dr 
Spencer recalls there was a nursing concern about twin deliveries and one being treated in 
standard treatment the other treated in CNEP because of potential parental resistance.  Do 
you recall something along those lines?  
A I do.  
 
Q I think in fact (you can check it if you need to) we cannot in this application, 
particularly between pages 6 and 16, find the protocol submitted to the ethics committee 
alight upon twin deliveries as an issue?  
A Well you have read every page; if you say so then--- 
  
Q If you take it from me and I do not think when you came to write your paper, 
perhaps more importantly, that you were suggesting that there had been any difference in 
the way that twins were dealt with in the trial because you had your randomised pairing; I 
think that was a consistent feature?  
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A I think that when I wrote my MD I did point out, to the best of my memory, that 
there was a difference in the randomisation of twins between Queen Charlotte’s and 
Stoke.  
 
Q The other matter that you mentioned is our page 13, it is internal page number 9 
and it has got “exclusions”. I cannot tell you after all this time when the manuscripts 
adjustment was made, but at some stage, I think rather than greater than 26-week’s 
gestation, it was greater than 24-week’s gestation?  
A Yes.  Initially at Stoke treatment was started on babies over 26 weeks, but at some 
point, again like you I do not know exactly when, that was changed to 24.  
 
Q The difficulty we have after this distance in time is whether that change was made 
in manuscript in terms of the application that was given to the Stoke Ethics Committee, or 
whether it was made subsequently.  In other words you may have had a discussion about 
it being 26 weeks and it is possible that amendment was made before the ethics 
committee saw the submission but we cannot tell that.  Can you enlighten us?  
A Well, all I can say was that my understanding was when it started at Stoke it was 
26 weeks and over babies in the trial.   I was told – I think I only found this out, you 
know, much later, maybe when the trial had finished at some point, that I had been 
changed to less than 24 weeks but I cannot recall when at what point.  
 
Q If you go over to page 18 at the top that is the letter that gives approval.  Again,  
I am not suggesting you would have seen that, it is approval on 10 January, letter of the 
11th. Then we have your letter at page 19?  
A Yes.  
 
Q Where there is an amendment, you say, suggested on 15 May: 
 

“We plan to perform the overall scoring on the patients at 56 days’ 
of age rather than at discharge home”.    

 
Dr Stimmler gave some evidence about this yesterday.  The second modification was to 
exclude retinopathy at prematurity. I think if you over-oxygenate premature babies you 
can cause a blindness, which is now, I think, known as retinopathy of prematurity or 
retrolental fibroplasia.  Is that correct?  
A Yes.  
 
Q You suggest that those changes are minor; neither of them are effecting the 
parameters in terms of what the fundamental purpose of the trial was, which was to deal 
with respiration are they?  
A Yes. I agree with that.  
 
Q One is a timing of when you look at the babies at 56 days and the other is just to 
do with---  
A Yes.  
 
Q An unrelated matter so far as respiration is concerned, but a complication of 
giving oxygen to neonates?  
A I am just reading what I said.  “Retinopathy in prematurity is rare”.  Well it was 
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pretty rare.  
 
Q Yes?  
A That was one thing.  
 
Q One of the factors that you mention is that when you have decided that 56 days is 
your cut off and because retinopathy at prematurity can develop after 56 days, it is 
something which you are not terribly concerned about in looking at the potential benefit 
of CNEP verses positive pressure ventilation?  
A Yes.  Could you give me a second to read that paragraph? 
  
Q Yes, of course. (Pause)?  
A I do not disagree with anything in that second paragraph.  
 
Q I think importantly, because I am going to be suggesting to you that back in 1990 
you were all clinicians doing your best, we have had a lot of hindsight criticism but at the 
time in real time you were doing your best, the safeguard here was that in any case the 
development of retinopathy at prematurity, by the time of discharge home, was being 
recorded on the detailed history sheet so it was not as if it was going to be entirely 
disregarded?  
A That is right, yes.  
 
Q You had confidence, I think, in Theresa Wright who was filling in the forms (she 
was effectively your equivalent in Stoke) to do a conscientious job?  
A That is correct.  
 
Q Do you have a recollection of her attending Queen Charlotte’s for training or 
liaison with Dr Southall and Dr Samuels?  If you do not then say so?  
A  I am sure she would have come to the Brompton.  Whether she came to Queen 
Charlotte’s itself, I just cannot remember---  
 
Q Do not worry.  I think we believe she did attend the Brompton.  Then you say that 
in relation to those two changes, which you have described as “minor” and which you 
think will lead to an improvement in the study design, so you are hoping that the study 
will be improved?  
A Yes.  
 
Q Because at this stage (15 May), the timing of the trial at Stoke meant they did not 
have a 56-day old case yet?  
A  Yes.  
 
Q It had not been going for 56 days?  
A That is right, yes.  
 
Q He may feel he wishes to inform his ethics committee of these changes.  I want to 
explore that with you.  As far as we can tell and we have seen no documentation which 
suggests otherwise, those minor changes to protocol were not notified to the Queen 
Charlotte’s Ethics Committee. You may or may not---  
A I cannot remember – I mean what I can say is that any changes like this would 
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have been discussed by Professor Southall, Dr Samuels and myself in some detail prior to 
the writing of this letter.  I cannot remember who would have been initiated the 
discussion or why it arose in the first instance and then I imagine that we had a discussion 
or discussions about it, possibly Mr Alexander was involved, I cannot say for sure.  
 
Q Yes?  
A And probably Dr Southall would have then said to me, “Please write to  
Dr Spencer and”--- 
  
Q Keep him in the loop, as it were?  
A Yes.   
  
Q We see you have copied to it Theresa Wright because she was an important 
person.  If we go over the page, by May 1991 a letter copied to you to and Theresa 
Wright, Professor Southall was writing to Dr Spencer reducing the negative pressure and 
I think that was something which you thought was going to improve the response in the 
neonates.  It had started at -6 and it was reduced to -4 in babies who were spontaneously 
breathing?  
A If I could have a few seconds to read it.  
 
Q Of course.  You probably have not seen this for 17 years. (Pause)  
A Yes, I have read the letter.  
 
Q Are you happy with the way I put it to you?  
A I certainly remember and in fact I mentioned it yesterday, that with the 
spontaneously breathing patients because of the risk of a pneumothorax we decided, after 
the trial had commenced, to lower the initial pressure from -6 to -4. 
  
Q That was an attempt by careful and conscientious practitioners within this patient 
group of spontaneously breathing babies to reduce still further the risk of a 
pneumothorax?  
A That is correct.  
 
Q That is why you did it?  
A That is right.  
 
Q Miss O’Rourke has already asked you questions along these lines, but if I 
summarise what I understood your view to be.  At the time (89/90) local ethics 
committees were fairly autonomous and different committees required different 
documentation, different standards of information. Is that your understanding?  
A I am not an expert on ethics committees but--- 
  
Q Perhaps I can put the question in a different way?  
A  I am not sure what you mean.  
 
Q What we have been told by another witness (Mrs Cannings) is that, for instance, 
now there are sort of national standardisation if one wants to do research but back in the 
late 80s/early 90s the ethics committees appeared to be a great deal more autonomous?  
A Yes, I think that is true.  I think that – as I said, I do not know much about ethics 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D22/14 

Transcribe UK 
VRS Ltd 

01889 270708 
 

committees but I do know that things are completely different and much more 
standardised and more rigorous now than they were at that time.  
 
Q One of the ways I want to explore that with you is to contrast two documents to 
show you the autonomy.  If you go to page 5 in the bundle at the top right, behind tab 
one, we see the parents’ information sheet for North Staffordshire.  If you could have 
available to you as well file 3.  At tab 8 page 4 we have the Queen Charlotte’s, as you 
have described it to us, consent form or assent form, a shorter document.  Do you have 
both those available to you?  
A  Yes, I do.  
 
Q I want to suggest that by the standards of the time both documents were 
reasonable.  Would you agree?  
A Well, put it this way: their consent form was one of the parts of the documents 
that went to the ethics committee for approval.  
 
Q Again – and this may be something which has not been explored with others – you 
would expect the Ethics Committee to have a positive obligation, if they were unhappy 
with the documentation, to say so? 
A Yes. 
 
Q These documents were not queried, it would appear, by either Ethics Committee? 
A With the Queen Charlotte’s one, there were--- 
 
Q A couple of words, I think? 
A Yes, a couple of words.  
 
Q The Stoke form – and we can all read it and we have seen it – appears to be a 
great deal more detailed in that it deals with the fact, in the penultimate paragraph, that 
the baby does not have to be entered into the study but will still receive the best treatment 
and it also deals with the ability, in the final paragraph, to withdraw the baby from the 
negative pressure ventilation group at any stage.  You may have communicated that 
orally but as a written document I suggest that the Stoke document is superior. 
A You are waiting for me to comment on whether it was superior? 
 
Q Yes.  I am not saying that Queen Charlotte’s is bad, but I am just saying the Stoke 
one is a little more detailed? 
A It is certainly longer.  All I can say to you from the Queen Charlotte’s point of 
view is that we have submitted the consent form as part of the Ethics approval, that the 
only changes they requested were adding, I think, two words, I think it was “A ventilator” 
or, “known as a ventilator”, or something like that, and then saying that whichever form 
of treatment is given the same care and supervision will be given to the baby.  I think 
from memory those were the two changes.  
 
Q Thank you.   
A And they were happy with it and Dr Harvey actually sat on the Queen Charlotte’s 
Ethics Committee as well, so there is actually a paediatrician on the Ethics Committee, so 
if the committee as a whole was happy with it, including a paediatrician who dealt with 
neonates, then I felt that we had received the approval.  
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Q Thank you.  I do not think you see any significant difference, if we look at the 
Queen Charlotte’s consent form, between “Earlier studies have not shown any harmful 
effects from the use of the negative pressure support system”, and the third paragraph of 
the Stoke information sheet, “The technique has been shown to be safe and effective.”  I 
do not think you see any significant difference between those claims, do you? 
A No.  It is slightly different wording.  
 
Q To your knowledge – and you were the research fellow at the time – when you 
commenced this trial – you did not have any reason to believe, did you, that CNEP could 
harm a neonate? 
A No.  When we started the trial obviously what we were all hoping for was that we 
would decrease the incidence of chronic lung disease in neonates.  That is what prompted 
Dr Southall to do the trial in the first instance and to devise a method to try and help 
babies have less long term respiratory disease. 
 
Q As Dr Stimmler agreed with Miss O’Rourke yesterday, that was a laudable aim.  
Do you agree? 
A Yes.  
 
Q You told the Panel yesterday that you would get the parents to sign the document 
we see behind tab 8 at page 4, the Queen Charlotte’s document? 
A Yes. 
 
Q The Stoke system involved the giving to the parents for them to keep the 
information sheet, page 5? 
A They kept it, correct. 
 
Q I just want to show you something else.  If you go behind tab 3 in bundle 1, just 
by way of example, if  you go to page 338, which is three pages into tab 3 at the top right, 
they had a dedicated consent by proxy to the conduct of research investigation form, 
which confirmed an explanation had been given, confirmed there was an opportunity to 
ask questions and consider the answers given, had the parent or parents’ signature and 
date and a declaration from the clinician that they had witnessed that signature and given 
the relevant explanation. 
 
Again, I want to suggest it appears a slightly more rigorous system in terms of… 
A Yes, that page is, I agree with you, a more rigorous way of documenting things.  
 
Q Thank you, doctor.  Again, I am not implying criticism but you will understand 
that these doctors are being criticised for the alleged systemic failures so far as this trial is 
concerned and you confirmed to Miss O’Rourke that from your standpoint back in 
1989/90 it would appear to be a well run trial? 
A Yes.  
 
Q One of the examples of the conscientious attitude of the clinicians was that you 
have told us that there were meetings, you think, with perhaps five or six – and it is in 
your paper – paediatricians as well as the statistician about the scoring system in London? 
A There were meetings about the scoring system. 
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Q Again, if you cannot remember do say.  Dr Spencer does not believe he attended 
any meetings in London about the scoring systems.  He believes – but again he could be 
wrong – that Dr Meeks, who was in Brighton, may have come up for some of those 
meetings.  Do you have any recollection of that? 
A I cannot recall whether Dr Spencer came or not.  I do not know.  
 
Q Do not worry, we can move on.  The next topic I wanted to explore with you 
really revolves around the paper that you wrote and I think it is towards the back of our 
file 3, again behind tab 8, 154.  I make it clear as we go past that the picture that I adopt 
on Dr Spencer’s behalf are the answers you gave to Miss O’Rourke regarding neck 
trauma.  This was a paper that you wrote in 1996 and I just want to ask you a little about 
some of the detail in this case. 
 
Can you now recall that so far as the mortality was concerned within Stoke there was no 
significant difference between CNEP and standard treatment? 
A I do recall Dr Spencer saying that. 
 
Q We have done the calculations.  There were 20 deaths in CNEP out of 109 
pairings, I think, which is 18.3% and standard treatment, 21 out of 107, which is 19.6%, 
so CNEP in Stoke appeared to be efficacious.  
A I think there was a bit of a difference between the populations in that Queen 
Charlotte’s was a tertiary centre and got… 
 
Q So you may have had sicker babies? 
A …sicker babies and there were those 25 week triplets, which is quite an unusual 
event at that time. 
 
Q Even by the standards of today they would represent a considerable challenge, 
would they not? 
A They would.  
 
Q Then if you go to page – it is quite hard to see – 157, which has got table 3 top 
right, because you were asked about the refusal of consent.  Do you see that? 
A Yes, top right.  
 
Q If  you go down table 3, the fifth entry, “Consent refused”, at Queen Charlotte’s 
six out of the 36 pairs, so that is about 16%? 
A It would have been six out of how many pairs? 
 
Q It is 36?  Have I got that correct?  At the bottom, “Paired patients with results 
analysed”? 
A I think it is 36 patients. 
 
Q Right. 
A As opposed to 36 pairs. 
 
Q All right, so six refusals there out of 36 is 16% and then the figure for North Staffs 
is 28 out of 208, which again is about 13.5%? 
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A Yes. 
 
Q Would you regard the fact that there were refusals of consent as showing that the 
consenting process giving the option of refusing consent was conscientiously undertaken? 
A Yes. 
 
Q It would be concerning if nobody refused consent, because it would seem to 
suggest that either pressure had been applied or they were not given the option? 
A I agree, yes. 
 
Q I just want to explore with you as far as the paper is concerned, you have got on 
the left-hand side the statistical analysis and you have indicated the outcome score: 
 

“…was calculated at 56 days of age or death if earlier.  This age 
selected to avoid randomisation of a large number of infants who 
would remain unpaired at the end of the trial while at the same time 
allowing determination of the early outcome of neonatal respiratory 
failure.  The score was developed by six paediatricians and a 
statistician.” 

 
A I am sorry, could you please tell me where you are reading from? 
 
Q Yes, it is the same page.  You were looking at column 3, left-hand column on that 
page, “Statistical Analysis” and I read the first two sentences to you – three sentences. 
A Yes. 
 
Q Again, I want to deal with this in general terms.  I am going to suggest this to you. 
 Here you had, prior to the study commencing, six paediatricians – and for my present 
purposes the identities do not matter – plus the statistician, clearly John Alexander, doing 
their conscientious best to develop a unique scoring system, because you told us 
yesterday there were no comparators that you were aware of at the time in America or 
anywhere else, prospectively in an attempt to compare the two treatment modalities? 
A Yes.  
 
Q You communicated, it would appear – we looked at some correspondence – and 
invited comment from others, whether formally or informally? 
A Yes. 
 
Q You also got Ethics Committee approval? 
A The outcome scoring sheet was part of the protocol so it went to the Ethics 
Committee.  
 
Q Right, so in essence – and again I want you to try and recall – by the standards of 
the time, from a clinical standpoint you did as much as anybody was doing in the country, 
did you not? 
A All I can say is that as a research registrar at the time, so I cannot say I am expert 
in this subject, as a research registrar at the time my understanding was that yes, we were 
doing all we could, yes.  
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Q I just want to put to you what is the gravamen of the General Medical Council’s 
case because we have had a lot of interesting debate about outcomes scores and statistics. 
 The reason we are facing these allegations, doctor, is because Mr and Mrs Henshall 
believe that you and others were involved in a conspiracy to score these babies 
incorrectly for two reasons: one, to prolong the trial; and, secondly, in order to produce 
distorted results proving that CNEP was more effective than standard treatment.  Do you 
understand that? 
A I understand what you have said. 
 
Q Were you involved in any such conspiracy? 
A No. 
 
Q Do you believe that any of these doctors were involved in any such conspiracy? 
A No. 
 
Q A couple more small matters, if I may.  You told the Panel that you would have 
dealings with both Dr Spencer and Dr Brookfield?  
A I did, as I mentioned yesterday, we did at one time go up to Stoke, I think  
Dr Southall, Dr Samuels and myself and we met with Dr Brookfield and Dr Spencer to 
discuss the trial at the very, you know, before the trial had started.  
 
Q At a very preliminary stage?  
A Yes, a very preliminary stage.  Subsequently I went up and gave a talk about 
CNEP and primarily the protocol.  
 
Q I think you said to doctors and nurses?  
A Certainly to doctors.  I cannot remember if nurses came or did not come.  I simply 
say that because often medical talks by doctors are mainly to doctors but there may well 
have been nurses there, I cannot recall.  The subsequent liaison, I think the main person 
who liaised with Dr Spencer was Dr Southall because they were both consultants.  
 
Q Was your main point of contact Theresa Wright?  
A Yes.  
 
Q You helpfully explained to Miss O'Rourke how you would deal with the data 
sheets and collating the information and she was doing the equivalent job in Stoke but 
part of the system in order to ensure this was a good trial, I suggest to you, is that  
John Alexander was charged with correcting errors? 
A As I mentioned earlier, Dr Southall told me quite a few years ago that one of the 
things Mr John Alexander did was check the final score on the treatment outcome sheet.  
 
Q Because you may recall that when you were involved with the General Medical 
Council Mr and Mrs Henshall swore an affidavit in November 2000 and they made this 
allegation against you:  
 

“Joseph Raine was involved in producing the research data and 
produced a thesis.  Dr Raine did not appropriately collect the data 
and failed to ensure that all the data was correct.”  
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That is what they said about you?  
A Yes.  
 
Q But it would appear that the final check and balance in relation to data collection 
and accuracy was the responsibility of John Alexander?  
A Certainly I think if there was a page unfilled, for instance, he would obviously 
have noted it and contacted us to tell us that there was something odd, a page unfilled, 
and he did, as I mentioned a minute or two ago, as I mentioned Dr Southall told me he did 
double check the treatment outcome score.  
 
Q This is a combined expertise here.  You defer to him from a statistical point of 
view and he defers to you in terms of the clinical side of things and then you try and meet 
in the middle somewhere to deal with issues such as weighting.  Is that a fair, I know 
impossibly simplistic, way of explaining your perspective roles and duties?  
A Yes.  
 
Q We can see an example of that, can we not?  You were handed a copy of the letter 
and which is the DS tick, MS tick, Joe tick and it says  “File John Alexander” but when 
surfactant was introduced in Stoke that was a regional decision and Dr Stimmler told us 
that it would have been unethical not to treat babies with surfactant because they were in 
the trial.  Do you agree?  
A In 1991 I agree that at that point it would have been unethical, yes.  
 
Q So he again told the Panel that the options were to end the trial, which would 
mean discarding all the data thus far collected.  You may have (Inaudible due to 
coughing) 100 cases by then, or to include surfactant, as appears to have been the case 
here, in the hope and expectation it would not distort the results.  It would balance itself 
out as you explained yesterday?  
A Yes.  
 
Q What we see in this letter is a proper consideration, I suggest to you, of the issue 
of surfactant with the statistician?  
A  Yes.  
 
Q Because if he had come back to you and said I think this is going to cause a 
problem with weighting or with treatment outcomes or with the general parameters of the 
trial you would have taken those concerns on board, would you not?  
A Yes.  
  
MR FORDE:  Dr Raine, that has been extremely helpful.  Thank you.  
 

Cross-examined by MR FOSTER 
 
Q Dr Raine, I represent Dr Samuels.  I shall be very brief.  As a research registrar 
doing your MD thesis in relation to CNEP you had marinated yourself no doubt in the 
literature?  
A I certainly read the background literature.  
 
Q This was a trial which was designed both at Queen Charlotte and Stoke to 
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determine whether CNEP was better than IPPV?  
A Yes.  CNEP on its own, or more usually CNEP in combination with IPPV as 
opposed to IPPV alone.  
 
Q You would not have dreamed of embarking on this trial if there was not ample 
evidence from the literature and from your clinical experience that CNEP was safe?  
A Yes.  Dr Southall and Dr Samuels had published a paper, it was in the British 
Medical Journal but obviously it was on work done, I think it was published in 1989, I am 
sure you will know about the paper, but obviously most of the patients were from a year 
or two prior to that and that was using the CNEP chamber that Dr Southall had modified 
and, yes, the feeling was based on, I think there were 80 something patients in that paper,  
I cannot remember without having the paper in front of me, that it was safe.  
 
Q That was supported by literature going back into the late sixties which confirmed 
that CNEP as a technique was a safe one?  
A Yes, there had been technical problems, which we mentioned yesterday, but  
Dr Southall felt that with his new chamber and with Dr Samuels's help as well, he had 
helped develop, that he had overcome those problems.  
 
Q This would not have got past an Ethics Committee, let alone the four Ethics 
Committees that it did get past, if they had not been satisfied that this was a safe 
procedure?  
A Yes.  
 
Q So far as consent taking was concerned, you were confident in taking consent 
after the training that you received from Professor Southall?  
A Yes.  
 
Q And you had taken the fruits of your learning up to Stoke in order to teach some 
of the people there?  
A I did not teach the people at Stoke about consent.  That was not something that  
I dealt with.  
 
Q But you are aware that there was training given at Stoke by people from London 
about the consenting of the procedure?  
A No.  In terms of consent in Stoke that was something that, you know, Dr Spencer 
and Dr Brookfield were managing the Stoke arm of the trial and I was not really aware  
of---  
 
Q You cannot help about that, fair enough.  
A ---what training was or was not provided in Stoke in relation to consent.  I am not 
aware of that, I do not know.  
 
Q Can I ask you a little bit about peer oversight generally of the trial before it 
started.  I have mentioned that the trial got Ethics Committee endorsement from four 
Research Ethics Committees, that is North Staffordshire, Queen Charlotte's Hospital, 
Doncaster Royal Infirmary and Hillingdon Hospital.  Were you aware of that?  
A I was aware of Hillingdon.  I cannot remember, I know it was discussed at 
Doncaster.  I cannot remember whether it had got to the Ethics Committee stage or not 
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but if you say it has then it did.  
 
Q We have discussed already that it was reviewed by the Medical Research Council 
and given an Alpha rating and you know, I think, that that involves peer review too?  
A Yes.  
 
Q Were you aware that it was reviewed too by Professor Milner at Sheffield 
Children's Hospital and endorsed by him?  
A No, I was not aware of that.  
 
Q I think you know that Professor Southall went to a number of leading centres and 
conferences discussing the issue of CNEP and receiving feedback from the people at 
those institutions and conferences about the proposed trial?  
A I would say Dr Southall is a good communicator and would have --- I am sure he 
would and I know he did lecture widely. 
 
Q Between November 1988 and March 1990 there were 18 presentations done by 
Professor Southall on the issue of CNEP and the proposed trial.  
A Right.  
 
Q Scoring just very, very briefly.  The procedure was that you in London and  
Theresa Wright or Kate Lockyear in Stoke would collate the scoring data, having done 
the scoring sheets. Yes?  
A Yes.  
 
Q That would then be given to John Alexander who, as we have just heard,  would 
check them?  
A Yes.  
 
Q And only then would the basic data be handed on to the consultants who were 
involved in the oversight of the trial for analysis.  Yes?  
A The analysis of the trial was done when the trial finished.  
 
Q Yes, indeed.  John Alexander, the statistician, was involved right from the 
beginning, was he not, in the design of this scoring protocol?  
A  He was involved from the very start.  
 
Q It was not just a matter of Professor Southall sketching out on the back of a beer 
mat what he thought a good scoring system might be and that being adopted?  
A No.  
 
Q There was a very detailed consideration of what the scoring system should be by a 
number of people including, crucially, John Alexander from the very earliest stage.  Yes?  
A He would have been involved in the scoring system because he was also involved 
in that graph which we looked at yesterday which determined at what point the trial 
should stop.  
 
Q Yes.  There was anxious discussion, was there not, about how to approach the 
scoring system and, indeed, various models were trialled out using theoretical patients?   
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Were you aware of that?  
A I cannot remember that.  
 
Q If you score a death at zero that has the disadvantage, does it not, that you lose all 
the morbidity information?  
A If you were to say that a patient, whichever limb they were in, just scored zero if 
they had died then, yes, that would lose a lot of morbidity information.  
 
Q Which is a bit of a problem in a trial which is designed to tell you something 
about morbidity?  
A Yes.  
 
Q One could devise a Byzantine scoring system, which appeared to be hinted at by  
Dr Stimmler yesterday, which would allow you to score deaths as something different but 
that would be a very unwieldy, complicated system, would it not?  
A I have not investigated such a system so I cannot give you an immediate answer 
but I can only agree, as I did with Dr Southall's barrister yesterday, that if you just said 
that a patient in either limb scored nought then you would be missing out on some 
important morbidity data.  
 
Q I wonder if we could go, please, to file 3, right to the end, this is the paediatrics 
paper.  Can you go first to page 155.  We can see there at the foot of the page the graph 
that has been referred to already which sets out in graphical form the way the scoring 
system worked.  Yes?  
A Yes.  
 
Q This scoring system was effectively a management tool, was it not, which told the 
statistician when the trial should be stopped?  
A Yes, as I was saying yesterday, the object of the overall score was to devise a 
safety mechanism whereby we would know at what point the trial should be stopped 
because one treatment was better or worse. 
  
Q The details of the statistical analysis are set out on page 157 in the left hand 
column under the heading “Statistical analysis”.  There is no secret being buried here, 
yes? 
A I have not read the whole thing, but I do not think there is any --- 
 
Q You are a co author and you presumably endorse the way that it was put. 
A Yes.  We got statistical advice, we had statistical advice from the beginning and 
we went along with the statistician’s suggestions. 
 
Q The claims for the scoring system are modest.  We can see them in the discussion 
on page 159: 
 

“Using a sequential analysis of clinical outcome scores in infant 
pairs, we found a statistically significant benefit for the use of 
negative pressure.  With a different weighting to the components of 
the outcome score, the trial result may well have been different.  The 
overall outcome scores themselves cannot be used to state 
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definitively whether one treatment had been better than the other”. 
 

Yes? 
A Yes. 
 
Q In the following paragraph you go on to acknowledge expressly that the validity 
of the score had not been established.   
A Which paragraph? 
 
Q This is the paragraph which follows immediately from the one that I have just 
read out? 
A Could you just point out the paragraph to me, please? 
 
Q Yes.  Under “Discussion” we have got the paragraph which starts “Using a 
sequential analysis”.  
A Yes. 
 
Q Jump one paragraph down:   
 

“Because the validity of the score had not been established, we also 
examined a variety of component outcomes”. 
 

Do you have that? 
A Yes, I am reading it now.  (Pause)  I have read that paragraph. 
 
Q The basis of this now much criticised scoring system and its limitations are set out 
in detail in this paper, are they not? 
A The outcome score is --- 
 
Q And the method on page 155 and the details of exactly how it was done on page 
157 and the shortcomings on page 159. 
A The outcome score, as you say, is on page 156 and the limitations are mentioned 
as you have just said, yes. 
 
Q Are you aware of the peer reviewers for paediatrics being reported to the General 
Medical Council or to the corresponding professional bodies in their countries for having 
put this paper with its scoring system through the peer review process? 
A I was not aware of that. 
 
MS SULLIVAN:  Sir, I am happy to re-examine.  I do not know whether you want to take 
a break now. 
 
THE CHAIRMAN:  I think it might be sensible to take a break at this point.   We will 
come back at five past eleven. 
 

(The Panel adjourned for a short time) 
 

THE CHAIRMAN:   Ms Sullivan? 
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Re-examined by MS SULLIVAN 

 
Q Dr Raine, just a few questions, if you do not mind.  You have told us that you 
were a research registrar and I think under the supervision of Dr Southall, is that right? 
A Yes. 
 
Q Can I just ask you this.  In the light of your status as a research registrar at that 
stage how did you see your responsibility for the scoring system in comparison with your 
fellow paediatricians, most of whom were consultants? 
A I was one of a team.  I obviously was not the most senior person on that team.  In 
fact I was the most junior member of that team, but I was a member of a team which 
consisted of consultant haematologists, Dr Southall, my supervisor, and the statisticians 
so it was quite a comprehensive team. 
 
Q You have indicated that there was no reason to think that CNEP would harm the 
babies upon whom it was being trialled. 
A Yes. 
 
Q Did you in fact know at that stage whether it was safe? 
A Dr Southall and Dr Samuels had done some work and published a paper, the one 
that I mentioned that was published in the British Medical Journal, with the modified 
CNEP chamber that Dr Southall with Dr Samuels had modified and that had included I 
think, from memory, about 80 something patients of which some had respiratory distress 
syndrome and then I think quite a large proportion had chronic lung disease, were infants 
several months old, and to the best of my recollection they had not had any problems in 
terms of safety in that study, as far as I can remember. 
 
Q In relation to that study was that in relation to older babies than in the CNEP trial, 
what was the position? 
A The majority of those infants would have been older, yes. 
 
Q Was that a controlled trial? 
A No. 
 
Q You told us that one of the purposes of the graph was to indicate at what stage the 
trial should stop. 
A Yes.  I would say that was the main purpose of the graph. 
 
Q As far as the graph was concerned, was that a way of saying, and I think I have 
written down what you said here, you said it was a way of saying whether it was safe to 
continue. 
A Yes, I agree with what I said which was that the main purpose of that graph was to 
have some point of stopping depending on whether one treatment was found to be clearly 
superior or inferior to another treatment and then there was a so-called no conclusion or 
indeterminate line if there was not any clear benefit one way or another. 
 
Q Was safety something that needed to be assessed continually in the course of the 
trial? 
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A Yes. 
 
Q Apart from the scoring indicating a stopping mechanism for the trial, we also 
know that the score was used for other purposes, was it not, Dr Raine? 
A Can you be more specific, please? 
 
Q I am looking in fact at your paper.  It is not your paper, you are one of the 
signatories to it.  I wonder if you would just like to have a look at it again.  It is behind 
tab 8 in file 3 and it is page 154. 
A Yes, I have got the paper. 
 
Q I am just looking in fact at the abstract there and at the outcome scores. Do you 
see that part on the left hand side? 
A Yes. 
 
Q You indicate that clinical scores were calculated for each infant at 56 days of age 
or death if earlier and scores included measures for mortality, is that right? 
A Yes, the outcome score was broken down into mortality and various other 
morbidity parameters.   
 
Q That is right and we see them there.  Respiratory outcome was one, yes? 
A Yes. 
 
Q The presence of cerebral ultrasound abnormalities another. 
A Yes. 
 
Q Patent arterial duct. 
A Yes. 
 
Q Necrotising enterocolitis and retinopathy at that stage. 
A Yes. 
 
Q Then you go on to say towards the end of that paragraph: 
 

“Individual components of the outcome score and other secondary 
measurements were analysed on completion of the trial”. 

 
A Yes. 
 
Q When I asked you about the purpose of the scoring system, its purpose was 
obviously to look at the individual components of the score and other secondary 
measurements as well as providing a stopping mechanism. 
A Yes.  I would say the main purpose of that graph was to tell the investigators when 
to stop and at that point the secondary measures that you alluded to – the mortality, the 
respiratory complication, neurological complication – would be looked at individually. 
 
Q Yes?  
A Yes.   
  



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D22/26 

Transcribe UK 
VRS Ltd 

01889 270708 
 

Q So of course one of the items that was being looked at, as we know, was cerebral 
ultrasound abnormalities?  
A Yes.  
 
Q You said, I think in answer to one of the questions, that one of the key ultrasounds 
was at the end?  
A Yes.  
 
Q How important was it to do an ultrasound at 56 days or preceding discharge?  
A Well, it was very important.  It was important.  
 
Q You were also asked about surfactant and the fact that that was introduced in 
North Staffordshire not in Queen Charlotte’s Hospital because the trial finished there 
before the introduction of surfactant.  Was consideration given to how it might affect the 
trial if, for example, one of a pair received surfactant but another did not?  
A I do not recall that being discussed, no.  I guess what one could say would be that 
there would be an equal probability that you would have other pairs where only one of the 
two had received surfactant and it might be that the singleton in the pair would be the 
different treatment group, so that it would eventually balance out.  But I cannot remember 
that being discussed at the time.  
 
Q We can deal with it, if necessary, elsewhere.  You were asked about the consent 
process.  But as far as North Staffordshire was concerned did you have any input at all 
into the consent-taking process there?  
A  No.  
 
Q You indicated that consent was refused, I think, on the first occasion that you took 
it?  
A  Yes.  
 
Q Indeed we see other examples of consent having been refused.  You were taken to, 
I think, one of the tables in your paper.  If consent was refused what use was made of the 
data?  
A I think that we did collect some basic data on patients who had refused treatment.  
I mean, not the sort of very detailed data on patients who were in the trial but I think there 
was some very basic data – I cannot remember the details – that was collected on those 
patients.  
 
Q Or what was done with it?  
A  What was done with that data?   There maybe something in my MD that mentions 
it, I cannot remember.  
 
Q  We talked about the question of surfactant being introduced.  That was obviously 
one of the changes that was made to the trial protocol as far as North Staffs was 
concerned.  How big a change was that in comparison, say, with the changes you were 
referred to earlier with the date of analysis being 56 days?  
A I would say the surfactant…   Well I would say the use of surfactant – the trial 
lasted, I think, about four years from start to finish, roughly, and I would say that the 
advent of surfactant was the single biggest change in the treatment of neonates in that 
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period.  
 
Q You were taken to the letter that you wrote to Dr Spencer.  It is probably not 
necessary to look at it again, Dr Raine, but it is tab 1 page 19 for the record, where you 
indicate that there are to be a couple of changes to the protocol, the first being to score at 
56 days’ of age rather than at discharge home and the second to exclude retinopathy of 
prematurity.  You recall you described those changes to the protocol as “minor” in that 
letter?  
A  Yes.  
 
Q You suggested that Dr Spencer may feel that he wished to inform the ethics 
committee of those changes, can you help us as to why you made that suggestion in the 
letter?  
A  Well because it was a change to the initial protocol and I thought that it was not a 
very big change but it was thought that he may want to inform his ethics committee.  It 
would be up to – it would be ultimately Dr Spencer’s decision.  
 
MS SULLIVAN: Absolutely.  But what was your thought process about the need or 
otherwise to inform the ethics committee--- 
  
MR FORDE: I think it is clear from the letter.  The use of the word is “might”. I have sat 
here now during this re-examination wondering to what issue a number of the questions 
go.  We are not in this case charged with a failure to deal with safety generally, which 
was being asked about.  We are charged with a failure to – sorry, with including the fact 
that the treatment was safe in the patient information leaflet.  That is the charge we are 
here to deal with.  We are not here facing a charge in relation to the use of surfactant and 
its introduction, which was also explored, we are only facing a charge in relation to 
whether it should have been notified, as I understand it, as a change to the ethics 
committee.  Nor are we facing any charge which deals with the issue of what was done 
with any data collected if there was a refusal of consent.  No charge.   
 
We are coming worryingly close to the public inquiry, which the Henshalls want, which 
is what I suspect lies behind the widening of this inquiry.   
  
MS SULLIVAN: I was actually exploring the question of informing the ethics committee. 
  
MR FORDE: With respect, that is the first relevant question but I object to what appears 
to me to be coming close to the cross-examination of this witness, the word “might” is 
used.  My learned friend seeking to go behind that word and see whether, in fact it is 
quite obvious, this witness will express a view as to whether or not it was –sorry “may” is 
used, was mandatory.  I think we can all read what the letter has said.  He has given an 
answer, that it was ultimately a matter for Dr Spencer, no doubt in the exercise of his 
professional judgment.  
 
THE CHAIRMAN:  Do you want to take it any further, Ms Sullivan? 
  
MS SULLIVAN: I think he is entitled to say, sir, what his understanding would be of the 
practice at the time in relation to referring such matters to the ethics committee, which is 
what I was trying to ask. 
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MR FORDE: He was not at Stoke, he was not a consultant and he has confirmed that 
there was a greater autonomy that existed in local ethics committees than there is now.  
 
THE LEGAL ASSESSOR: The trouble is that Dr Stimmler actually said it all depended 
on the rules; we do not have any rules for Stoke.   
  
MS SULLIVAN: I appreciate that is a difficulty, that we do not have anything for Stoke, 
but it might help the Panel to be informed as to what the practice was at the time in this 
witness’s--- 
  
THE LEGAL ASSESSOR: If he knows he can certainly say what the practice was at 
Queen Charlotte’s but that is probably as far he can go.  
 
MS SULLIVAN: I cannot take it any further than that.   
 
MR FORDE: He agreed with me that he did not know and we have no documents – and I 
would be delighted to see it – which says whether or not these “minor changes”, as he 
describes them, were referred to the Queen Charlotte’s ethics committee.  What would 
have assisted this Panel and what is conspicuous by its absence is a statement or some 
evidence from a member of the relevant ethics panel saying “I am absolutely appalled 
that I was not told back in 1990 of these changes to the protocol”.  You will hear no such 
evidence.  This is entirely speculative.   
 
MS SULLIVAN: I would still like to ask him what the position is with regard to Queen 
Charlotte’s if he is able to answer that question.   
 
THE LEGAL ASSESSOR: We may all have forgotten precisely what the question was so 
you may wish to pose it again.   
  
MS SULLIVAN: (To the witness) Dr Raine, what I wanted know, if you can help us to 
this, is what the practice was at Queen Charlotte’s Hospital in relation to notifying any 
amendments to a trial protocol to the ethics committee of that hospital?  
A I am not aware, I do not know enough about ethics committees and I did not, 
certainly then, know what standard practice was in relation to ethics committees.  I can 
only say that it was discussed that one of the Queen Charlotte’s consultants was on the 
ethics committee.  I cannot really say.  
 
MS SULLIVAN:  You cannot say any more than that, so be it.  I have no further 
questions.   
 

Questioned by THE PANEL 
 
MRS HOLLINGWORTH: Dr Raine, good morning.  I am interested if you can help me 
with the size of the unit at Queen Charlotte’s?  
A  In those days the size of the unit was assessed in well (and now) in two respects.  
One was the number of ventilated babies that the unit felt able to deal with in and 
accommodate and that was the main thing really.  The second was just the total number of 
babies that there was space for on the unit as a whole.  It was, as I mentioned, a regional 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D22/29 

Transcribe UK 
VRS Ltd 

01889 270708 
 

unit, a tertiary unit and going off the top of my head it would have been, I would say, six 
or more ventilated infants but I cannot be more specific than that from memory.  
 
Q We have heard that, I think, there were 6,000 deliveries at the North Staffs unit?  
A Yes.  
 
Q So just getting a feel, just for the size, the business, and in your paper on table 
three you quote admissions to the neonatal unit and I am assuming that this is during the 
length of the trial?  
A    Yes.  
 
Q In both centres, if I have understood it correctly.  I think we can see that at  
Queen Charlotte’s there were 413 and 1659, albeit in 15 months and 43 months, but I am 
getting the feel for that, and this is what I am hoping you can help me with, that the 
Queen Charlotte’s unit was considerably smaller---  
A It was smaller---  
 
Q --in turn over and activity than the one at North Staffs.  Would that be fair?  
A          There were certainly fewer deliveries but I would say there were more higher risk 
deliveries.  
 
Q The volume of work?  
A In term of – I would say it would depend on how you look at the volume of work. 
 If you look at the number of babies who go through the unit it maybe, I do not know, that 
North Staffordshire was a busier unit.  But if you look at the number of ventilated babies 
and particularly the number of very pre-term babies, it may well be that Queen 
Charlotte’s was a busier unit.  
 
Q Because what I am trying to get a feel for is that you have told us that in your role 
as research fellow, supervised by Dr Southall, you took the vast majority of the consents?  
A Yes.  
 
Q Whereas we have heard that at North Staffs taking consent was the responsibility 
of a number of staff who had been trained so to do. We have heard from Dr Stimmler that 
that was a perfectly reasonable thing to happen because of the volume of the work in that 
unit, whereas would I be right in thinking that it was feasible for you to be the only 
person who took consent at Queen Charlotte’s because that was your role; your role was 
predominantly the day-to-day management of CNEP trial.  Would that be accurate?  
A Yes.  Just to elaborate slightly I would say that it was not that I was able to do it 
because it was just a much smaller unit, it was because I was able to do it because I was 
the dedicated research fellow--- 
 
Q That was your day job?  
A Yes.  That would be one way of putting it.  
 
MRS HOLLINGWORTH: Thank you.  That answers the question.   
 
DR SHELDON:  I just want to explore issues around the safety angle, because as you will 
appreciate, one of the charges is that there was a misrepresentation that the technique had 
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been shown to be safe.  I think I have heard it said several times that it had appeared to be 
shown to be safe but with older babies.  I wanted to ask you, what is the difference 
between putting an older baby and a younger baby in the machine?  What sort of issues 
would arise that might doubt that safety statement? 
A I would say with a younger baby there would be more issues in relation to 
temperature control.  They may be more sick in an acute way as opposed to having, say, 
chronic lung disease and those would probably be the main two – the acuteness of the 
illness and the temperature control problems. 
 
Q I gather that temperature is something that was borne in mind and was looked at? 
A Yes. 
 
Q And was monitored carefully.  The other issue I do not quite understand, sorry? 
A If you have a pre-term baby and the baby had to be in respiratory failure to qualify 
for entry into the trial, and at a few hours of age that baby is very “fragile” and you do not 
know what way things are going to go.  That baby could become very sick in a few hours 
or might have a very straightforward course. 
 
Q So the implication is that baby would need a lot more nursing care? 
A Yes. 
 
Q Is the suggestion that might be harder to do within a CNEP tank than in an 
ordinary ventilator? 
A I think it would be fair to say that infants in the CNEP tank required more nursing 
care. 
 
Q So it was important that the nurses were well trained and able to cope with that 
and monitor it? 
A It was important that nurses were familiar with the tank and how to use different 
things within it, yes. 
 
Q There is one other question.  If I can take you back to your paper, the paper that 
we keep looking at of which you are one of the authors, on page 155, on the left-hand 
column just before “Patients and Methods” the statement is made: 
 

“AS our CNEP system produced no signification disturbance to the 
premature infants’ cerebral circulation” 

 
and then as far as I can see the reference is to a paper in which you were the first author 
in 1994 in, I think, Acta Perinate. 
A Yes.  We studied cerebral blood flow.  There were several neurological aspects 
that were studied.  One was cerebral flood flow velocity, which is the Acta paper, where 
there were no large changes demonstrated, and the subsequently, of course, there were the 
NIRS studies and the ultrasound and then the long-term--- 
 
Q So was that study that you were writing up there done before the CNEP trial 
started or was it during the CNEP trial? 
A My main memory of that was that it was started before and that there were not any 
large changes.  It is a long time ago, I cannot remember whether it was finished before or 
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shortly afterwards. 
 
Q There was an issue of it was safe to the infants’ cerebral circulation, that was one 
of the issues? 
A Yes, from that point of view, yes.  
 
DR SHELDON:  Thank you very much.  
 
DR OKITIKPI:  In relation to the process by which the trial went through the Ethical 
Committee.  You went through the Ethical Committee in North Staffordshire? 
A Yes. 
 
Q And also went through the Ethical Committee through Queen Charlotte’s.  Is that 
correct? 
A Yes. 
 
Q With regard to the letter you sent to Dr Spencer suggesting in the last section of 
the letter, saying, “You may feel you wish to inform your Ethics Committee”, did you 
inform your Ethics Committee? 
A I cannot remember whether we did or we did not.  I am not sure. 
 
Q I am trying to find out from you whether at that time the ethos was to keep the 
Ethics Committee informed of any changes? 
A I am sure it would have been discussed and I would have discussed it with the 
consultants at Queen Charlotte’s and with Dr Southall and I am sure also with Dr 
Samuels, but whether it was decided that it was necessary to do so and we did do it or 
whether it was decided that the changes were minor and we did not do it, I cannot recall.  
 
Q Would you agree that had you informed your committee you may have put out 
this letter, or not necessarily? 
A I am sorry, are you asking would we have sent that letter to the Ethics Committee 
at Queen Charlotte’s?  Is that the question? 
A The question is, had you contacted your Ethics Committee at Queen Charlotte’s, 
would you have acknowledged that in your letter to Dr Spencer? 
A I may have done, yes.  As I say, I cannot recall the details, I am afraid. 
 
DR OKITIKPI:  Thank you.  
 
THE CHAIRMAN:  Can I just pick up and follow that.  We seem to be approaching this 
last paragraph of the letter from various different ways, but as I understand what you are 
saying, the final sentence of that letter saying “You may feel that you wish to inform your 
Ethics Committee of these changes”, how did you come to put that in the letter? 
A I think what must have happened was that I must have said to Dr Southall, “Do 
you want me to inform the Ethics Committee at Queen Charlotte’s?”  I cannot recall what 
he said and what was done but if I mention it in that letter, that means I would have 
discussed it with Dr Southall and quite possibly the consultants at Queen Charlotte’s 
about mentioning it to the Ethics Committee, but I cannot recall what was the outcome of 
the discussion in relation to that.  
 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D22/32 

Transcribe UK 
VRS Ltd 

01889 270708 
 

Q One thing which seems to be clear from that answer is that this reference to 
referring to the Ethics Committee was not something which you initiated by yourself, it 
was in discussion with Dr Southall and others? 
A Yes, we worked very closely and as a team, as I have mentioned previously, and I 
would definitely have brought that up, but whether I was told that there is no need to 
mention it to the Ethics Committee and therefore did not, or whether I was told do so and 
did, I am afraid I cannot recall.  
 
Q So far as the letter to Dr Spencer is concerned – of course this is the point which 
Mr Forde was alluding to during re-examination by Ms Sullivan – if the position as you 
recall it is that the change to the protocol and whether that was something which would 
be of interest to the Ethics Committee at North Staffordshire was concerned, that was 
something which you discussed, you say, with Dr Southall and others? 
A Yes. 
 
Q We might think it is a reasonable inference from the way in which the letter is cast 
that the outcome of that discussion was it would be a matter for Dr Spencer’s judgment as 
to whether it needed to be referred to the Ethics Committee or not? 
A Yes.  
 
Q Because it must follow, must it not, that unless you went against what Dr Southall 
and others said to you, had the discussion considered that referral to the Ethics 
Committee was required and mandatory, you would have said so in the letter? 
A Yes. 
 
Q Just picking up again on what Dr Sheldon was asking and, indeed, you have been 
asked at length in the course of your evidence about whether or not the CNEP was 
regarded as safe for the purpose of the start of the trial, you have mentioned a number of 
issues which might indicate either safety or effectiveness of the apparatus at the time.  
The issues you referred to were temperature control and issues around the acuteness of 
the baby’s condition in a younger baby than had been involved in the trial which Dr 
Southall and Dr Samuels wrote up prior to the CNEP trial.  Would I be right in thinking 
that whatever those issues were and however one categorises them, they would be of 
equal significance whether you describe the technique having been shown to be safe and 
effective, which is the North Staffordshire version of the parents’ leaflet, or “Earlier 
studies have not shown any harmful effects”, which was the Queen Charlotte’s version?  
The issues would be the same whether you choose to describe it as safe or not having 
been shown to be harmful? 
A I guess the wording in the Queen Charlotte’s consent form is – it is almost a 
question of wording and tone, in a way.  
 
Q That is less assertive? 
A Yes, the Queen Charlotte’s statement is less assertive. 
 
Q If there are the issues you have described, then you would have to have regard to 
them whether you describe it as safe or not shown to be harmful? 
A Yes, if there was an issue you would be concerned about it, yes.  
 
THE CHAIRMAN:  Thank you very much indeed.  Are there any matters arising from 
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Panel questions? 
 
MR FORDE:  I am afraid so, sir. 
 

Further cross-examined by MR FORDE 
 
Q Let us deal with the question of safety.  The younger the gestational age of any 
neonate the more difficult they are to manage, regardless of whether they are in a trial 
situation or not? 
A Yes.  
 
Q That is partly, if you are looking at respiration, because of the immaturity of the 
lungs? 
A That is largely due to the respiratory status of the infant, yes. 
 
Q Temperature control is an issue for a neonate in the CNEP trial or receiving 
intermittent positive pressure ventilation, or both? 
A Yes.  It is an issue for all pre-term babies.  It was more of an issue for infants 
receiving CNEP treatment but yes, it is an issue in all pre-term babies, temperature 
control. 
 
Q Temperature control was recognised as an issue in the previous uncontrolled study 
and was something that you were acutely aware of during the 15 months that you ran the 
trial at Queen Charlotte’s? 
A Yes. 
 
Q The nurses were trained to deal with it as a specific issue? 
A Yes  
 
Q As I read your paper – and correct me if I am wrong – it did not materialise 
because of that training and because of that awareness from the previous trial as a 
significant issue? 
A There were more temperature problems - I think at twelve hours of age the 
temperature was lower in the CNEP group than in the non-CNEP group, but measures 
were continuously taken to try and counter… 
 
Q That problem? 
A …that problem. 
 
Q Dr Stimmler told us that he thought it was perfectly reasonable based upon the 
experience written up in the 1989 paper, to extrapolate from that and represent that CNEP 
was safe.  Do you agree with him? 
A That BMJ paper did have some infants with respiratory distress syndrome in it. 
 
Q Thirteen – we have just had a look at it. 
A Yes.  
 
Q It also, although we cannot find gestational age at the moment, described children 
between one day and two years, but if you are talking about respiratory distress 
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syndrome, it would be a reasonable assumption that some of those children at least would 
be premature? 
A Yes. 
 
Q We were told by Dr Livera in terms that CNEP used out with the trial, I think 
prior to the trial, had involved children as young as 28 or 29 weeks.  Were you aware of 
that in Stoke?  
A I cannot remember exactly but I do know that CNEP was used in Stoke prior to 
the onset of the trial, I cannot tell you the exact gestations.  
 
Q Had it been used to your knowledge at Queen Charlotte's or the Brompton in 
children of 28, 29, 30 weeks?  Was that your understanding of the position?  
A Again, CNEP had definitely been used in Queen Charlotte's prior to the onset of 
the trial but I am unable to tell you the exact ages and it would have been pre-term.  
 
Q So pre-40 weeks? 
A I cannot tell you--- 
 
Q You  cannot tell us how much? 
A ---how much gestation.  
 
Q Then I just wanted to ask you about the numbers involved in consenting.  The 
difference between your position and the position at Stoke, as Mrs Hollingsworth was 
exploring with you, was that you were dedicated to the CNEP trial as a Research Fellow?  
A Yes.  
 
Q It was not just your day job, it was your night job, was it not?  
A I was on-call for it as well, yes.  
 
Q You were trying your best to be available other than sickness, as you have told us, 
and holidays for the consenting process?  
A Yes.  
 
Q Because ultimately you wanted to publish your research?  
A Eventually, yes.  
 
Q 15 months it ran for in Queen Charlotte's.  Do you have any recollection of 
approximately how much time you took off in that 15 month period?  
A Holidays, you mean?  
 
Q Yes.   
A Maybe four to six weeks.  
 
Q How many people would you estimate were involved in the consenting process 
during your four to six weeks holiday?  Did you nominate somebody to do your job day 
and night, or did you leave it to the experienced registrars or senior house officers on the 
unit?  
A I think that, I mean, Dr Southall kept a patient log and it should be obvious from 
that but from memory I consented the majority of the patients and then, I think, some 
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were consented by Dr Samuels at the time I was away.  
 
Q So you cannot tell us how many persons other than yourself were involved at 
Queen Charlotte's in the consenting process?  I will not criticise you if you cannot.  
A Maybe two.  I cannot remember.  
 
Q Two other than yourself?  
A Yes.  
 
Q In a 15 month period?  
A I am guessing.  Yes, something like that.  
  
MR FORDE:  Thank you, doctor.   
 

Further cross-examined by MR FOSTER 
 
Q Can I revisit the question of safety, Dr Raine.  Yesterday I put to Dr Stimmler six 
papers written between 1967 and 1989 which had looked specifically at and commented 
specifically on the issue of safety of CNEP.  All or most of the patients involved in those 
papers were pre-term infants.  It may be that since your MD was quite a long time ago 
you no longer have all the relevant literature in your head. Nobody is going to blame you 
for that but can you confirm that there was a good deal of literature going back a long 
time which confirmed that CNEP itself had been shown to be safe?  I can take you to the 
papers if necessary but is that your recollection now?  
A Yes.  I do, you know, you say about --- I think you said about six papers, that 
sounds right.  
 
Q There is a good deal more than that.   
A Sorry, I thought that was what you said.  
 
Q I took Dr Stimmler to six of them.   
A Okay.  There is nothing that I can recall that would make me disagree with what 
you say.  
 
Q Of course, the objection could be raised that those papers were written about 
machinery other than the one which was actually used at Queen Charlotte's and at Stoke.  
Yes?  
A Yes.  
 
Q But I think you would probably agree with the uncontroversial observation that 
generally as medicine evolves techniques and equipment get better rather than worse?  
A Yes.  
 
Q So if in 1967 somebody is describing in Paediatrics: 
 

“CNEP compared with standard care assisted ventilation of the body 
enclosing respirator did not bring about an important decrease in the 
survival of infants with RDS”  
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if somebody is concluding that on the basis of 1967 techniques and equipment probably 
an assertion in 1989 or 1990 that it is safe is even more likely to be true than it was then?  
A Yes, that would seem to be a fair comment.  
 
MR FOSTER:  Thank you.  
  
THE CHAIRMAN:  Miss O’Rourke, have you any matters arising out of Panel 
questions? 
  
MISS O'ROURKE:  No, sir.  
 
THE CHAIRMAN:  Ms Sullivan? 
 
MS SULLIVAN:  No questions as such for Dr Raine but just a query whether these 
papers were actually dealing with CNEP rather than INEP?  
 
MR FOSTER:  They were dealing with extra thoracic negative pressure ventilation.  
 
MS SULLIVAN:  Yes, but not necessarily CNEP?  
  
MR FOSTER:  They were dealing with extra thoracic negative pressure ventilation.  
 
MS SULLIVAN:  C stands for continuous, so they were not all dealing with continuous? 
  
MR FOSTER:  They were (Inaudible due to coughing) all dealing, as I just made clear, 
with apparatus and techniques which were identical to the ones here.  They were dealing 
with the predecessors of this equipment from which there had been substantial positive 
evolution.  
 
THE CHAIRMAN:  But negative pressure? 
  
MR FOSTER:  All negative pressure.  All extra thoracic negative pressure ventilation in 
pre-term infants.  Yesterday Dr Stimmler agreed that it was entirely appropriate to 
extrapolate from those papers the conclusion which these researchers did about the safety 
of the technique that they were using.  
 
THE CHAIRMAN:  Absolutely.  That was his view and you have asked Dr Raine for his 
view?  
 
MR FOSTER:  Indeed, and he agrees with me, yes.  
 
MS SULLIVAN:  Yes, and all I wanted to make clear was that it was not necessarily 
continuous negative extra thoracic pressure, these papers do deal with intermittent 
negative pressure.  
 
MR FORDE:  I will deal with this, if I can.  I know where this is coming from.  I know 
why the objection is raised.  My firm instructions are, if any, INEP, which is intermittent 
extra thoracic ventilation, which means that the neck seal is flapping back and forth 
depending on the positive pressure or negative pressure, is likely to have been less safe 
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than CNEP.  So from our perspective it is a false point and if Ms Sullivan wishes to call 
any expert on the issue I am more than happy to cross-examine.  For your reference, sir, 
D17/41C was where Dr Livera confirmed that there had been children treated out with the 
CNEP trial as young as 28 to 29 and 30 weeks. That is prior to the production of the 
patient information sheet.  
 
MR FOSTER:  Can I also point out that it appears to be Ms Sullivan's position now that 
she rejects the assertion by her own expert witness, Dr Stimmler, that the extrapolation 
from these papers to the assertion about the CNEP is the correct one.  
  
THE CHAIRMAN:  I did not take it like that. 
 
MS SULLIVAN:  No, no, no.  That is not a reasonable conclusion by any means.  I am 
merely anxious to ensure that whatever material is shown to the witness is correctly 
described.  An issue was raised as to whether that material all dealt with CNEP or not and 
it seems that it does not all deal with CNEP.  It is important that whatever questions are 
asked that the factual basis for them is correct and that was my purpose; to ensure that we 
knew exactly what those papers dealt with.  
  
THE CHAIRMAN:  Thank you very much.  Dr Raine, that completes all the questions 
that we and the lawyers have for you and therefore completes your evidence.  It just 
remains for me to thank you very much for coming and for the assistance you have been 
able to give the Panel.  Thank you very much.  
 

(The witness withdrew)  
 

MS SULLIVAN:  Sir, the next witness is Professor Hutton.  
 

Jane Louisa HUTTON, sworn 
Examined by MS SULLIVAN 

 
Q Professor Hutton, would you mind starting as everyone else has with your full 
names, please?  
A Jane Louisa Hutton.  
 
Q Professor Hutton, you have prepared a CV which I am going to ask be distributed 
so that we can just go through your qualifications and appointments.  (Same handed)  
 
THE CHAIRMAN:  That will be C14.   
 
MS SULLIVAN:  Thank you, sir, C14.  So, Professor Hutton, we can see from your CV 
the first page that your current appointment is Professor of Statistics at the University of 
Warwick, is that right?  
A Yes.  Being pedantic it is possibly medical statistics, we tend not to bother.  
 
Q We see prior to that your various qualifications, a first class degree in 
mathematics and statistics at Edinburgh followed by a Diploma at Cambridge and you 
also have a PhD in statistics and are a charted statistician?  
A Yes.  
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Q I want to ask you, please, on page 3 of your CV you have set out the nature of 
your research and I wonder if you could just summarise that for us so that we can 
understand your involvement in medical statistics?  
A My research is a mixture of both, if you like, some mathematical research and 
very practical research.  So the first bit of this mentions some of the mathematical models 
and understanding one needs to have in order to accurately represent how long people 
might live or what the effect of taking an anti-epileptic drug might be and then the 
applied side of that is taking those ideas and applying them in, for example, cerebral 
palsy or epilepsy to say, well, if we look at things this way we can now see what the 
difference between the drug carbamazepine and sodium valproate is for people with this 
type of epilepsy and with this particular age.  So, if you like, that is the methodological 
and the statistical.  Because evidence based medicine has been quite important I have 
taken an interest in that as well; how one brings together evidence, often evidence of 
rather variable quality, in a way that gives an appropriate amount of information, does not 
exaggerate what is known but does not miss what might be known.  Then my other major 
interest has been in the whole question of what is evidence, what is knowledge and how 
does that relate to ethics which is why I have written quite a lot on ethics and statistics – 
ethics as essential for professional conduct and then particular issues arising, for example, 
from the extension of individual informed consent beyond the original Nuremberg 
Helsinki framework.   
 
Q In the course of that research have you advised on the design of clinical trials? 
A Yes. 
 
Q Have you been involved in the analysis of material from such trials? 
A Yes.   
 
Q Have you worked with paediatricians?   
A Yes. 
 
Q You have mentioned cerebral palsy as being one of your particular lines of 
research. 
A Yes.   I have worked with paediatricians largely on cerebral palsy but while in 
Liverpool and providing a consulting service I worked with a number of the 
paediatricians.  I would fairly regularly go up to Alder Hey Children’s Hospital and give 
lectures there to the paediatricians.  I have got various papers (I could go through them) 
published with some of the paediatricians up there. 
 
Q I will not ask you to go through those, but we can see from your CV what you 
have published and the extent of your experience.  You have prepared a report for the 
purposes of this case.  Do you have it to hand so that you can refer to it if necessary, but I 
think you know the Panel do not in fact have it? 
A The May 6 report? 
 
Q Yes, May 6.  Can you just confirm that you have set out in that report the material 
that you received from those instructing me in order to prepare the report? 
A I have set out the material I have received and also the material a colleague of 
mine, Dr Jen Marsh, received.  There is no way I would have had time to do anything in 
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the time scale available so Dr Marsh received some of the material. 
 
Q Yes and Dr Marsh I think assisted you in the statistical analysis of some of the 
material that you received. 
A Yes. 
 
Q I think since that time you have also been supplied, Professor Hutton, with a 
spreadsheet compiled by John Alexander with the scores relating to the trial. 
A Yes.  
 
Q And I think an explanatory note from him, so as to further your understanding of 
the way in which the scoring system operated.  Also I think you have had sight of our 
files 4 and 5 which we will refer to if we need to which contain, of course, the scoring 
sheets for a number of the children concerned in the trial.  Is that the position? 
A Sight of them would be a very good description, yes. 
 
Q Insofar as we need to refer to them we will.    As we know, you have been present 
throughout the course of today and for a large part of yesterday, but can I just ask you to 
confirm that for the part of the afternoon that you were not able to be present yesterday 
have you read the transcript of the evidence given by Dr Raine? 
A Yes, I have read the transcript. 
 
Q Before we come on to scoring, Professor Hutton, could I just ask you, please, 
about your experience of ethics committees and to ask you your experience at the time 
with which this Panel is concerned, so the early 1990s basically.   
A Yes.  Ethics committees were certainly very varied and potentially quite 
idiosyncratic at the time which meant the forms that were requested varied across the 
country.  If you are doing a major multi centre trial you might have to fill in 60, 100 
different forms and the compositions of those committees varied a lot.  I presume there 
were some specified people.  It was not the case, for example, that you had to have a 
statistician on an ethics committee, whereas in the later multi centre committees that is a 
requirement, so they were pretty varied.  Julia Neuberger did a review and I think one of 
her comments was that she felt the committees that did best were those who had a clergy 
man and a statistician on them. 
 
Q Going back to the 1990 period then, Professor Hutton, in your experience of ethics 
committees were adverse incidents reported to them? 
A Not in general, in my experience, not routinely. 
 
Q Were they reported at all to anybody, in your experience? 
A It was quite varied at that time.  I used the neutron therapy trial to illustrate, it was 
not routine even in an MRC trial which should have been one of the highest quality trials 
to have interim analyses, and to check for what is happening.  In fact even nowadays in 
the Netherlands the reporting is not entirely reliable.  I would not be surprised if there 
might not be problems in this country as well. 
 
Q In terms of reporting changes to the trial protocol at that time what was your 
experience of that? 
A My experience was that there was a fairly wide perception that the role of the 
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ethics committee was to give you permission to go ahead with the research and that 
provided you then behaved reasonably you did not need to refer every single change back 
to them, so there was a discretion in the understanding of what you would or would not 
refer back to ethics committees.  The thing that particularly struck me was I had post 
doctoral research fellow who was a philosopher working on the socio cultural context for 
the ethics of clinical trials and coming from the outside of the medical trials worlds he 
was actually very surprised how little power the ethics committee had after giving 
consent.  They had no automatic way of following up what was happening or, indeed, 
whether any research was ever done, because actually a lot the time the research is not 
done. 
 
Q I am going to ask you, first of all, please, to look at what the aims of the trial were 
which we see in the trial protocol.  I wonder if we might just take up file 1.  I think we 
need to turn to tab 1, page in the top right hand corner.  Do we see there, Professor 
Hutton, the aims of the CNEP trial? 
A Yes.  It is listed as having ten aims.  It does not actually mention the comparator 
group in this bit.  “To determine whether the application of [CNEP] early in the course of 
neonatal respiratory failure significantly reduces the following” ten items. 
 
Q Yes and then there are ten items, the first of which is mortality. 
A Mortality, yes.   
 
Q Those were the aims of the trial and were you asked to consider its design in 
preparing your report? 
A Yes. 
 
Q In considering that did you obviously look at the protocol for the trial? 
A Yes. 
 
Q As well as other documentation relating to it.  Are you in fact critical of the design 
of the trial as such? 
A No, I think the design of the trial was probably of an exceptionally high quality, 
not really only for the 90s, but arguably possibly for some trials nowadays. 
 
Q I think it may help the Panel before we go on to the question of scoring for you to 
just explain as clearly as you can, please, what the design of the trial was? 
A The design of the trial is something that actually runs back to the 1930s in origin.  
The basic idea of it is that if you have got a group of very variable items, and when you 
are talking about people they are very variable, you have to decide how best to allow for 
the differences that are due to people and the differences that are due to treatment and if 
you are reasonably experienced in medical research you always hold open the possibility 
that the new treatment might be worse than the standard treatment or that it may not be an 
improvement, so what the design of this trial is trying to do is to say:  “We want as far as 
possible to subject as few children to whichever treatment is inferior as possible; in other 
words, we want to be as efficient as we can be in assessing this treatment.”   
 
The convention at the time would have been to say:  “We will posit this kind of difference 
and we will look at this number of people, so we will look at 100 on each treatment”. The 
idea of a sequential design is to say:  “If in fact the new treatment is quite a lot better than 
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the old treatment we might have enough information sooner than 100 in each group.  If 
the new treatment is worse than the standard treatment, again we might want to find that 
out and very often we would want to find that out at a different level of information than 
from the improvement.  If the two treatments are no different, we will have to stop 
eventually and decide that really there is no reason to believe there is any material 
difference between them.” 
 
So the idea of this design is to say that an efficient way to do this is to try to get pairs of 
children who are as alike as possible and then go ahead, follow them up to whatever end 
point we have decided on, which is death or 56 days in the instance of this trial, and then 
say which of these babies did better and then using that information you can say:  “If 
treatment A did better we will move up, if treatment B did better we will move down, if 
they were identical, we have not got any comparative information, we do not do anything, 
we stay put”.  That is the basic idea. 
 
One of the things you want in order to make that as efficient as possible is not to have too 
many pairs where the outcome is the same, because, as I have just said, those are only 
giving you information that the outcome is the same, they are not really advancing your 
level of knowledge  much, because in order to be convinced that something is the same 
you tend to want a lot of evidence. 
 
Q How do you achieve that? 
A If you want to be more efficient you do not just look at alive or dead, you will 
actually want to try to look at if the children are both alive can we compare how healthy 
they are; if one is alive and one is dead how do want to compare them and if they are both 
dead can we in some sense compare those deaths?  That is the reason for the score.  You 
are trying to go beyond just alive or dead and you try to take these other factors into 
account in order to give a reasonably coherent description of those four possible cases.  If 
they are both alive, can we say one is healthier than the other?  If they are both dead can 
we say something about that?  The simplest on that would be how long did they live 
before they died and the same with the contrasting pairs. 
 
Q Yes.  When we look at the individual items in the scores here, were they 
appropriate indicators of morbidity and mortality?  
A As far as I can tell they are appropriate. I think they have all got an implicit 
assumption on them with the exception of the first one.  The ideas look appropriate to me. 
 I did a bit of work on lung surfactant as well as work in cerebral palsy, so from a non-
medical person’s point of view those all looked very sensible to me.  
 
Q Is there anything further you need to say about the design of the trial?  
A  No.  I think it was a well-designed trial.  I know there was a suggestion that you 
would know the allocation for some of the infants and this could have biased the trial.  
 
Q That is not---  
A  That is not feasible.  In fact there is evidence that that did not happen.  
 
Q Yes, and that is not an allegation that is being  pursued, Professor Hutton.  I would 
like to turn, if I may, to the scoring because that is an issue which this Panel needs to 
consider.  First of all I want to deal just briefly with the question of allocation of scores.  
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I mean you cannot comment on whether the scores were allocated correctly from a 
clinical point of view?  
A No.  
 
Q You have to take as read what the particular outcomes were, so to speak.  Can I 
ask, in relation to one of the questions on the scoring sheet – perhaps we might take up 
Patient 7’s scoring sheet.  If we go to Panel bundle 5 page 356, do you have that?  This 
patient, I can tell you, is Patient 7 although her trial number is 143.  I want to use this as 
an example a moment.  If you turn to page 359 can we look at question 8?  We have here 
the question “Cerebral ultrasound appearances at 56 days of age (+ 4 days) or on last scan 
preceding death”.  Then we have a figure of 20 and another 20 next to it?  
A Yes.  
 
Q In the case of a number of patients I do not think that probably we need to go 
through each of them, but in about 37 patients from trial numbers 98-198 those scores 
were doubled to make 40?  
A  Yes.  
 
Q So giving the same answer, I think, for both the left and right side of the brain?  
A Yes.  
 
Q They were then recalculated, we were told by John Alexander, to bring the score 
back down to 20?  
A Yes.  
 
Q Can I ask you what the score should have been, looking at that question, and how 
it is indicated it should be calculated?  What the maximum score should have been?  
A  I think there are two different issues I would like to comment on.  It is not really 
for me to comment on what the maximum number should be if we just look at this 
running down from “none”, down hydrocephalous, parenchymal haemorrhage, 
periventricular leucomalacia and so on.  While it is not wrong, I must admit I think that 
the design of this form, just knowing what it is like for people filling in forms, it would 
probably have been simpler if this had a left and a right and then the addition.  Obviously 
what is happening below is trying to give clarity on which side, lowest single score for 
each side and summate.   
 
Q Is that clear?  
A It would be – I mean if somebody has been trained in using the form it should be 
clear.  I mean it is a bit like death certificates which do not carry instructions on how to 
code with them, but with a death certificate they are always coded by somebody who is 
extremely well trained and, therefore, what might not be clear to, well certainly the 
majority of medical statisticians, will be clear to that person who is coding them; it would 
be important that you made sure that whoever was coding this  knew what you meant by 
that.  
 
Q So understood what the maximum potential score could be, which was?  
A  Yes. I understand the maximum potential score was 20.  
 
Q Was 20.  Not 40?  



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D22/43 

Transcribe UK 
VRS Ltd 

01889 270708 
 

A  Not 40, yes.  
 
Q We can go through with others the various examples that there are of that 
doubling up, but let me take you now, please, to the question of deaths.  As we know this 
was a baby who died.  Perhaps we could just have to hand file 4 as well.  If we keep that 
open at the front, behind there maybe an index at the front, Professor Hutton, and then 
behind there is the spreadsheet, which I know that you have seen from pages 1-6.  Do you 
have it there?  
A  Yes.  
 
Q We know from this spreadsheet that 50 babies died?  
A Yes.  
 
Q And that in five cases a dead baby out-scored its live matched pair?  
A I understand that.  
 
Q In fact just to remind everyone of the numbers of the pairs of those five, we can 
see for ourselves that it is pair 10, pair 76, pair 77, pair 89 and pair 100.  First of all,  
I want to ask you did the fact that there were these five cases in which a dead baby  
out-scored its live matched pair affect when the trial stopped?  
A  Not really, no.  We (“we” meaning I take responsibility for my colleague who did 
the work) looked at these and said what would have happened if, instead of giving the 
scores that were awarded, a non-respiratory death was given 25 and just 25 and a 
respiratory death was given zero and you then recalculate that graph that you have all 
seen in the paper?   The answer is that it appears to stop ten pairs earlier, but in fact there 
are eight pairs where you no longer have any information so in effect it stops at the same 
time at the same conclusion.  
 
Q If the incidence of death in one limb of the trial had been significantly greater than 
in the other, would that have had an effect upon when the trial stopped if there had been a 
greater difference than the five pairs that we have identified here?  
A       There are a lot more than five off diagonals, which is what is important.  My 
recollection is that you would need quite an odd set of circumstances to actually make 
any different.  You would also have to make the assumption that nobody in the team 
noticed the difference in death rates, which is, you know, an assumption I cannot really 
comment on from this.  As I say, there are a total of 30 mixed pairs (in other words 30 
pairs where there is a live and death) so you have got five of them that are scored this 
way round, that means that the remaining 25 were scored the other way round so it is 
unlikely that it would have made a material impact.  You could, if you tried very hard, 
give a configuration which could give a higher death rate on treatment A, but 
nevertheless a higher average score on treatment A, but you have to do some  quite 
improbable manoeuvres to achieve that.  
 
Q So it is not probable – it is improbable, I think, you are saying that that would 
have occurred.  I mean, if, for example, the first ten children in CNEP had died would 
that have had the impact that you are talking about?  
A If you are saying the first ten children in CNEP had died and their pairs had all 
stayed alive, I think –  given that their pairing should have had fairly similar scores – 
excuse me while I disappear under a mound of paper. 
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Q Yes. Do find what you need?  
A Chances are you would have hit the lower boundary.  I mean, without knowing 
the actual score with something like that you would have hit the lower boundary, in other 
words you would have come to the conclusion that the death rate is higher on CNEP and 
you need to stop.  
 
Q In terms of the stopping mechanism for the trial are you critical of that and its 
affect?  
A Critical of the stopping mechanism?   
  
Q Yes? 
A No. The stopping mechanism was well thought through.  
 
MS SULLIVAN: However, I want to ask you about the point identified by Dr Stimmler 
that  high scores have been given for times after an infant died.  That is why I asked all of 
us to have open Patient 7’s scoring sheet a moment--- 
  
MISS O’ROURKE: Sir, can I interject here before Ms Sullivan asks questions?  It is out 
of an abundance of caution.  This, as you will probably have understood from both my 
cross-examination of Dr Raine and Dr Stimmler, is the key area of dispute as we 
anticipate it and I would be very grateful, for that reason, if my learned friend did not 
lead. I, for one, am not permitting her to lead anything here.  I want the evidence out of 
the mouth of this witness if it is going to be her evidence. 
 
THE WITNESS: Sorry, could you explain what that means, sir?  I did not catch what was 
just said.  
 
THE CHAIRMAN:  In very simple terms it means that Miss O’Rourke, who appears for 
Dr Southall, and I have no doubt the other representatives as well, are asking that in the 
way in which Ms Sullivan addresses her questions to you she does not in any sense ask 
the question in a way which puts the answer into your mouth.  That is essentially what a 
leading question is.  Miss O’Rourke, who--- 
  
THE WITNESS: Sorry, I was confusing a different meaning of “lead”--- 
  
MISS O’ROURKE: Sir, can I put my way? I do not disagree with the way you put it, but 
it is simply this: I want the evidence given in this witness’s words, not in Ms Sullivan 
reading something from a report that she has from documents she has and in this witness 
saying “yes”. I want this witness to use her words because it is important that we have a 
careful choice of words given the context that we are in.  
 
THE CHAIRMAN:  That is a gloss on what I said and it will be well understood to  
Ms Sullivan and hopefully you appreciate the position.  
 
MS SULLIVAN: I am sure Miss O’Rourke will tell me if I cross the line.  
 
THE CHAIRMAN:  I am sure she will.  
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MS SULLIVAN: Will you excuse me a moment?  (Pause).  (To the witness)  Before I get 
on to the scoring itself, well actually the part of the scoring that I was dealing with, can I 
ask you this: in terms of the graph and the stopping mechanism would it be possible to hit 
the “CNEP is better” line even though, for example, everyone in CNEP died?  
A Well there will be two ways in which you can do that.  You could have all the 
babies dying, but all the CNEP babies dying slightly later and of non-respiratory causes 
and that would give you “CNEP is better” in the very particular sense that you are going 
to die any way but if you are on CNEP you are going to live a few days more and not die 
of a respiratory cause.  Whether the parents or everybody would agree that is really better 
is a matter for debate.  The only other way you could have –  everybody on CNEP is… 
That is about the only way you could create – I mean the only other way you could create 
it, if all the babies on CNEP died of non-respiratory causes right at the end, having been 
pretty healthy all the way along, and all the babies on IPPV (or whatever they are on, 
control treatment), if all those babies were extremely sick all the way along but did not 
die that would happen, but then what you are saying is we have got to have a set of 
children who are wonderfully healthy for 56 days and then suddenly drop dead and a set 
of children who are extremely ill for 56 days but still live so I would say that is a grossly 
implausible scenario.  
 
If not all the babies are dying essentially you have got this awkward split of saying that 
one treatment is having to kill or cure – it is either killing some babies or is curing them, 
which you very occasionally get treatments which do that but it is not that common, it 
tends to get picked up as an adverse reaction. 
 
Q Thank you, Professor Hutton.  What I was about to turn you, as you know, is the 
way in which dead babies were scored and I was looking by way of example at page 357 
in bundle 5, which is the scoring sheet for Patient 7 trial number 143.  This baby, as you 
know, Professor Hutton, died after two days, died on 14 February 1992, and so help us, 
please, by reference to this particular score sheet, if it would help, as to what you have to 
say about how babies were scored once they died? 
A I think I will take question 4 before I take question. 2.  
 
Q Please do.  
A What we have first is question 1, to the whole question of survival although, 
unfortunately, sometimes medical doctors forget that people might have views on being 
dead or alive.  In this particular case they have actually looked at survival and given a 
gradation of the deaths, but there is no statement anywhere about what you would do, 
there is no explicit statement how you code after death.  That actually surprises me 
because I do not know if I am permitted to ask a question, but we have heard John 
Alexander was involved and there was very careful design of the scoring system.  Is that 
also true of the record sheet for the patients in the trial, that that was also done jointly? 
 
MS SULLIVAN:  I do not actually know the answer to that. 
 
MISS O'ROURKE:  The answer is “Yes”. 
 
MS SULLIVAN:  We are being given it.  The answer is “Yes”. 
A So on page 362--- 
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Q Which is the start of the actual record sheet? 
A We have got the record sheet and this is probably quite unusually high quality – 
again I would say unfortunately even now, let alone about nearly 20 years ago – because 
if you look at the preamble: 
 

“Data numbers marked with a ‘+’ to be answered in the following 
fashion.  Yes = 1, No = 2, Not applicable = ‘/’, Not available = ‘.’.” 

 
It is something we still have to drill into people, whether I am teaching statistics students 
or medical students, that it is very important to know why information is not there.  The 
standard example we would give is if you are looking at obstetric records and birth 
records and there is no information on whether the mother smoked, if there is nothing 
recorded that does not mean the mother did not smoke.  It could mean the mother was 
asked and said “No, I do not smoke” and nothing was written down, or it could mean the 
mother was not asked.   
 
A similar example which I am hoping will not cause my university a nightmare in a 
couple of weeks’ time, is in an exam where if there is no mark is that because the student 
was incorrectly registered to take that exam, or was correctly registered to take that exam 
but had a car accident on the way, or was correctly registered to take that exam and forgot 
to turn up, or perhaps actually got a genuine zero on the exam, which does happen.  
Those four things required different actions from the exam board. 
 
The number of questionnaires we still see which fail to make this distinction is numerous. 
 This is a very carefully designed form. 
 
Q So this is a very carefully designed record sheet? 
A It is a very carefully designed record sheet and you can see, for example, on page 
363, question 37, you have got a “.N” which is actually saying this information is not 
available.  I do not know whether the “N” is meant to stand for not applicable.  That is 
not explained, so it is saying that that information is not available.  That is why when you 
come to the treatment outcome scores--- 
 
Q Which we need to go back to at page… 
A Which we need to go back to at 357, unlike the record sheet there is no indication 
of how you should deal with information that is not applicable or not available, which is a 
surprising omission.  It could be an omission because you are expecting somebody who is 
competent to score them.  As I said with death certificates you do not expect many people 
to correctly score a death certificate, code it, because it is a specialist job, so it is not 
necessarily wrong but it is certainly unfortunate that that gap between question 1 and 
question 2 does not have a comment on, “If the child has died follow this procedure.” 
 
If we look, then, at question 4, which talks about maximum inspired oxygen 
requirements, it gives a series of ages and a series of pressures.  I think it might be helpful 
if I used an analogy here.  I was here when Ms O’Rourke was insisting to Dr Stimmler 
that if a child has died aged two days it is correct to assert that they have no oxygen 
requirement at 8 to 27 days. 
 
Leaving aside the assumption about the nature of the resurrection, which that requires, it 
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is still not necessarily sensible to say that.  Let me give you a comparison.  Let us think of 
credit rating – what a topical issue.  You are a bank manager, you want to tell whether 
this person is going to be reliable, they have come to ask you for a loan.  What you will 
often do is ask them questions about their savings, perhaps a period of time.  Imagine 
instead of having age in days we had along the top Age 18-20, 21-25, 25-35, imaging this 
form is designed for people over 35, and down the side we said that their savings were 
less than £1,000 – let me do it the other way round, sorry.  Their savings were over 
£10,000, between £1,000 and £9,000 or less than £1,000 at those different ages.  We 
would, for a person who is at age 35, we would give them a suitable score, trying to 
reflect what savings they had and for how long they had had those savings.  If somebody 
turned up who was bankrupt and had no savings we would not give them the maximum 
score because the information was not applicable.   
 
In the same way, if some child is dead, if we have carefully distinguished between not 
applicable/not available – in other words this result is not applicable on the oxygen level 
because the child is not live – it makes no sense at all in this context to suddenly change 
our minds and say, “That is great, if you are dead you are better off than when you are 
alive.” 
 
My reading of this entire sheet is that what is implicit in, for example, question 4, is the 
assumption that it is a relevant question, that it is applicable, using the same words as the 
data collection sheet, and that people would have done that, that Dr Raine and Sister 
Wright would have made that adjustment. 
 
My reading of this is that what probably happened is that yes, you have got closely 
matched trials, you are not expecting much difference, you certainly are wanting to 
distinguish between of a pair of infants those who died of a non-respiratory cause at 50 
days having been relatively healthy, and those who died of a respiratory cause – or even a 
non-respiratory cause – at Day 50 having required a lot of treatment. 
 
I seriously doubt anybody was consciously deliberately stating that some of these babies 
were better off dead than alive and that is what is required, as Miss O’Rourke pointed out, 
that is what is required if the assertion is the intention was to do that.  My surmise from 
the care with which this trial was designed and conducted is that this was one of those 
“Oh no” moments where you suddenly realise you have got a situation where it has not 
worked out as you intended and you then in this trial are faced with two questions, two 
major questions.  One, will this affect the science?  Will this affect the conclusions that 
we draw?  There is no need for it to do that because the statistician or clinicians could 
correct the scores quite easily, so in terms of the general science it is not a major issue.  It 
is kick yourself because you have been so stupid and I cannot believe there is any 
researcher who has not had one of those “oh no” moments.  Indeed, most people will 
have had, we are all fallible. 
 
That is quite different from the implication for an individual parent being told, “Oh by the 
way, we have decided your baby was better off dead than alive”, which his tantamount to 
saying, “Oh by the way, we have slipped in euthanasia covertly although it is not legal”, 
so I would distinguish those things quite carefully.  There is a big difference between the 
scientific impact, which is pretty small - partly because of the pairing, partly because you 
can go back and adjust it, partly also because very commendable the authors have listed 
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ten outcomes and they have reported ten outcomes.  Again that is very unusual and very 
high quality but that is quite different from the impact on a parent being told, “By the 
way, we have decided your daughter was better off dead.” 
 
Q Yes.  How should that have been dealt with if that was going to be the effect that a 
parent is being told that their child is--- 
 
MR FORDE:  I am sorry, can the ground be laid first of all?  Is it the General Medical 
Council’s case – and I am considerably less involved in scoring than others – that parents 
had that communicated to them and if so who and when and by whom? 
 
MISS O'ROURKE:  Sir, I wholeheartedly agree.  The Henshalls gave evidence – indeed 
you will recall it – that they did not know their child was in a trial; therefore it must 
follow that they were never told anything about outcome scores because if they had been 
told about outcome scores when Patient 7 died or thereafter they would have appreciated 
they were in a trial.  There has been no evidence that any parent was given any such 
information or any statement was made whether by inference or otherwise in the words 
parents were told, “Your child is better off dead” and frankly I think it is an offensive 
statement for Professor Hutton to make and I would prefer it, for one, if she withdrew it. 
 
THE WITNESS:  Sir, may I continue? 
 
MR FOSTER:  I wonder if I could just align myself to some but not to all of those 
observations?  I did not take that remark as remotely offensive.  I had not understood that 
to be any part of the General Medical Council’s case.  I had understood the statistical 
allegations to be allegations that this trial was in some ways which are acknowledged by 
Professor Hutton to be minor to be methodologically flawed.  If there is going to be a 
departure from that then, of course, that needs to be set out in detail now. 
 
THE CHAIRMAN:  I think, Ms Sullivan, we are beginning to stray.  The allegation we 
are dealing with here is, “You failed to ensure that there was an appropriate method of 
scoring”, is it? 
 
MS SULLIVAN:  That is what I am dealing with, yes. 
 
THE CHAIRMAN:  The reference to the emotional impact is something which did, I 
think, creep into Dr Stimmler’s evidence yesterday because it is something which I recall 
hearing and I think there was some reference by Dr Stimmler to it, but certainly I think so 
far as Professor Hutton is concerned if we can confine ourselves to the statistical side of it 
then that will meet the concerns which are being raised. 
 
MS SULLIVAN:  All I am seeking to establish from you, Professor Hutton, is to why she 
says, if she does say so, that the methodology of the scoring is wrong.  I think that is what 
she is trying to express to us.  
 
THE CHAIRMAN:  I understand that but that is in the context of the scoring system 
itself.  There is not any suggestion I think that there was any misrepresentation of the 
outcome scores to parents.  We certainly have not heard any evidence of that.  
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MISS O'ROURKE:  Sir, that is why I objected and wanted to know because I have 
written down the words she said: “The parents would be told your child is better off 
dead.”  There is no evidential foundation for that before this inquiry.  
 
THE LEGAL ASSESSOR:  I think in fairness you ought to let the witness explain that 
because I think she was talking hypothetically as to what a parent might derive once they 
found out that information, which might explain the background to this case. I do not 
know.  
 
MISS O'ROURKE:  Sir, I would have nervousness about that because if this was a trial 
and the score sheets were secret even from those who were involved in running the trial 
and they were going to the statistician, that is the evidence we have had from Dr Raine, 
then I wonder upon what basis that statement could possibly be made?  
 
MS SULLIVAN:  Could Professor Hutton please explain?  
A I have a choice between two explanations.  I have the explanation that says there 
was never an intention to give a dead baby a far better score than a live baby, that is one 
possibility.  There is another possibility which there was an explicit intention of those 
who devised the score to define some dead babies as much better, in terms of the score 
where high is good.  So they were intentionally describing some dead babies as better off 
than some live babies.  As far as I am concerned if you are going to make that statement 
that is not an accepted view in Britain.  That is clear.  Suicide is no longer a crime but to 
most people’s minds it remains a sin.  Euthanasia is not legal.  If you are going to have a 
scoring system in which you decide as medical people, whatever the role of statistician 
was, that you are going to define certain people as better off dead than alive that, I think, 
is information that should have been in the patient leaflet.   
 
So if the intention was not to say children are better off dead than alive and there was 
merely a completely understandable oversight that you could get these anomalies arising  
I have no criticism whatsoever of the investigators.  If, however, their intention was to 
say that you were better off dead than alive and to conceal that decision I do have a moral 
problem and it is not a question of just saying the statistician should have pointed that 
out. If you remember the Nuremberg code there is no delegation of responsibility.  So if 
the intention was to make that definition I think it is very clear that that should have been 
made public.  If it was not their intention and it was a completely understandable, honest 
mistake that is completely different but I do not think in this country you can covertly 
keep the form secret, make a decision that people are better off dead than alive.  That is 
not allowed in law.  
 
MR FORDE:  All terribly interesting.  I think possibly it might be sensible to have a 
break. If this witness is going to trespass into this type of area, using that type of emotive 
language it does not appear to me based upon any charge that we actually face, I for one 
require another report.  
 
MISS O'ROURKE:  Sir, I agree.  There is not a word of this in the three reports that we 
have received from her.  I find it unacceptable for this evidence to be given in this way 
with no warning.  To be introducing arguments about ethics, Nuremberg code, reference 
to Christian theology and suicide--- 
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THE WITNESS:  You are wrong on Christian theology. 
 
MISS O'ROURKE:  ---well, whatever theology and moral situations I for one want to see 
this written in a report and I am going to take some instructions on it.  
 
THE CHAIRMAN:  It probably is sensible to take a break.  
 
MS SULLIVAN:  Perhaps we can have a break and we can try and resolve the issues.  
 
THE CHAIRMAN:  Perhaps you would do that and then we will see where we get to at 
the end of the break.  
 
THE WITNESS:  It was, of course, Miss O'Rourke.  The reason it is not in the report is 
that I would not have thought it unless Miss O'Rourke had made the very strong assertion 
that people are better off dead than alive.  So perhaps as she introduced it she could bear 
that in mind.  
 
MISS O'ROURKE:  Sir, I did not make that introduction. 
 
THE WITNESS:  Look at the transcript. 
 
MISS O’ROURKE:  Sadly I think Professor Hutton has not understood the remarks  
I made.  I was at pains to say to both Dr Raine and to Dr Stimmler that what was being 
judged was not outcome, hence the title of the document is not outcome stores, it is 
treatment outcome and, therefore, it was a causal relationship.  I must have said it six or 
seven times yesterday--- 
 
THE WITNESS:  I was not convinced because you were talking entirely as though there 
were only one aim.  
 
THE CHAIRMAN:  Can I interrupt you?  Apart from anything else if two people speak at 
once then the shorthand-writer gets into difficulties and, of course, we miss what is being 
said but in any event I am anxious to avoid to getting into an across the room discourse at 
the moment.  An issue has been raised around the evidence that you are giving which 
counsel will take the opportunity to discuss and hopefully resolve during the lunch break. 
 We will break now and come back at ten to two. 
  
MR FORDE:  Just before we break, sir.  I believe you were handed a copy of Professor 
Hutton’s curriculum vitae and she very helpfully provided to me a reference paper from 
the British Medical Journal, 4 May 1991, which was copied and I have noted looking at 
her CV item number 35 is a paper which appears to have been jointly authored with an  
R Nicholson which is of significance to us given the views that have just been expressed 
and given from our perspective the importance of independence.  I wonder whether we 
could be furnished with a copy of that paper before we resume this afternoon?  
 
MISS O'ROURKE:  Sir, I would echo that.  I am sure you have worked out that  
R Nicholson, as we understand it from the context of this paper, is the same Richard 
Nicholson that you are likely to hear evidence from as the GMC's final witness.  
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MS SULLIVAN:  I have no idea whether we are going to be able to get it by this 
afternoon, sir, but I hear the request.  
 
MR FORDE:  I am happy for you to speak to the witness.  
 
MISS O'ROURKE:  The other thing that I would want to see is I would now want to see 
the letter of instructions to this witness.  We know that she became an expert late in the 
day.  I would like to know, firstly, who recommended her and how she came about into 
this case and, secondly, I would like to see the letter of instructions.  
 
MS SULLIVAN:  I have heard what has been said, sir.  
  
THE CHAIRMAN:  Yes.  Very well, we will say two o'clock. 
 
THE WITNESS:  No, I wonder whether you are aware I cannot be here tomorrow. The 
Panel might wish to consider whether we might have a shorter lunch break? 
  
MR FORDE:  Sorry, we are not running this hearing for the benefit of this witness. We 
will discuss the logistical arrangements with Ms Sullivan.  We were told that this witness 
could be here tomorrow.  We can explore video links, etcetera.  What I would require 
from you, sir, as Panel Chair, is the usual warning to be given about the discussion of 
evidence over the luncheon adjournment.  
 
THE CHAIRMAN:  Yes, I can certainly do that although I think you were indicating that 
you had no objection to Ms Sullivan talking to the witness?  
 
MR FORDE:  In relation to the papers, sir, they must have a discussion.  
 
THE CHAIRMAN:  Yes.  Professor Hutton, as you are in the middle of giving evidence 
that means that you must not talk to anyone about the case during the lunch break.  The 
one exception to that is an approach from Mr Sullivan to talk to you about the provision 
of the paper which has been identified.  
 

(The Panel adjourned for lunch) 
 
THE CHAIRMAN:  Ms Sullivan? 
  
MS SULLIVAN:  Sir, if I can update you on the matters that were raised before the lunch 
adjournment.  First of all, the instructions to Professor Hutton were sent to all of those 
instructing my learned friends some time ago, so they have those.  Secondly, the paper 
that was referred to has been obtained by Professor Hutton over lunch and that is the 
paper upon which Dr Nicholson’s name appears and she has also supplied a paper that 
was co-authored with Professor Modi from Queen Charlotte's Hospital and I think 
another may be on its way.  Thirdly, sir, in terms of Professor Hutton’s availability, and 
you will appreciate that was she was not actually scheduled to be here tomorrow, it was 
to be today and yesterday when she was to be giving evidence, she is not available until 
2.30 to three o'clock tomorrow afternoon. 
 
THE WITNESS:  If I am here in person. 
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MS SULLIVAN:  If she is here in person.  However, she would be available on Monday. 
 So that is the position.  I let my learned friends know that so that they can  consider it.   
I am not proposing to obtain any further statement from her.  It does not seem to me, sir, 
it is necessary.  Professor Hutton before lunch gave us two hypothetical scenarios and  
I propose to carry on and to ask her about the scoring which is, of course, what she has 
dealt with as my learned friend all know.  I will leave it to others to pursue anything else 
that they wish to pursue.  
 
MR FORDE:  Can I ask thank Ms Sullivan and her instructing solicitor.  The paper may 
be of some interest because it deals with the roles of statisticians and the lack of formality 
of Ethics Committees which this witness has already explained very fairly.  I do not know 
whether there is a date for the timing of the letter of instruction being sent to those 
instructing me and we will then attempt to find it?  I have a report dated 2 May of this 
year.  
 
THE WITNESS:  There first approach I had was fifteen days before 8 May which makes 
it 24 April.  That was verbal.  
 
MS SULLIVAN:  Sorry to interrupt but if my learned friend asks his instructing solicitor, 
both sets of solicitors were e-mailed the instructions on 15 May 2008 at 15.00 hours.  
 
MR FORDE:  Thank you.  
  
MISS O'ROURKE:  Can I make three points.  I personally have not seen the letter of 
instructions to Professor Hutton or I am not aware that I have.  I have seen them for 
Stimmler and Nicholson but I will have my instructing solicitor now check to see if those 
were sent.  It is obviously in the course of the hearing and certainly maybe it has got lost 
in other papers.  Secondly, I have had provided by Miss Morris from Eversheds a copy of 
the paper that is on Professor Hutton’s CV as being co-authored with Richard Nicholson, 
it is number 35.  Over the lunch adjournment my client went on to various Webline, 
Medline and other such search engines, if that is right word for them, to look and see 
whether there were any other papers co-authored by Professor Hutton and Richard 
Nicholson and certainly on the preliminary print outs we have got it seems there is at least 
three others--- 
 
THE WITNESS:  Oh, I would love to know about them.  
  
MISS O'ROURKE:  ---that do not appear on the CV one of which is titled “The 
Biostatisticians View of Fraud in Medical Research” which appears to be in a journal of 
statistics and there is another one to do with international medical research.  As I say, we 
have only done a preliminary search because the time available has been limited.  
  
THE WITNESS:  May I make a comment at some point on that?  
 
MISS O'ROURKE:  Sir, it may be helpful for Professor Hutton to comment.  Those of 
you who are familiar with these sort of search materials often what they do is they, if you 
put in the two words or the two names they then reference something that is quoted in 
somebody else's paper from somebody else and so it could be that some of these papers 
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contain a quotation from Richard Nicholson as opposed to being a co-author.  It is 
difficult to say simply on the print out but the one we printed out we are getting four 
others up on our print sheet.  So we have a concern that we would like to explore that 
position and see why it is that their names appear in conjunction in respect of three or 
four other papers which we do not have.   
 
Thirdly, sir, the other question that I had asked before the lunch adjournment is this. 
I for one would like to know the basis upon which Professor Hutton was selected by Miss 
Morris.  I do not know whether that is an appropriate question to ask Professor Hutton.  I 
suspect she will not know the answer, but it may be my learned friend can deal with it. 
 
MS SULLIVAN:  I would have dealt with it.  I dealt with it personally with Mr Foster 
who has told Mr Forde.   
 
MISS O’ROURKE:  Nobody told me. 
 
MS SULLIVAN:  I do not think there is any need to discuss this in this forum, sir. 
 
THE CHAIRMAN:  Taking your points in reverse order, Miss O’Rourke --- 
 
MISS O’ROURKE:  Sir, I have had that one answered. 
 
THE CHAIRMAN:  That one is answered, that is fine.  It rather looks from what Ms 
Sullivan said about Professor Hutton’s availability, and this is assuming that her evidence 
is not completed today, that if there are matters which need to be looked at as to both the 
way in which the letter of instruction was given and any other papers which you wish to 
research, there is likely to be time to do that, would you think? 
 
MISS O’ROURKE:  Sir, yes.  It is a question then of whether it is tomorrow afternoon 
that she comes back or whether she comes back on Monday. 
 
THE CHAIRMAN:   We can perhaps consider that a bit later on, but, yes.    
 
MISS O’ROURKE:  Sir, on any view at the moment on the number of questions that I 
have for her, and I think I am going first again, we are not going to finish this afternoon 
with this witness, so we are going to go into, whether it be tomorrow or Monday.  It is 
then a question of which way round we order it.   
 
THE CHAIRMAN: Shall we take stock of that a bit later on, because we will have had a 
break in the afternoon and you will have been able to perhaps give  a little bit more 
thought to that. 
 
MISS O’ROURKE:  Thank you, sir. 
 
THE CHAIRMAN:  Hoping to sort of close cans of worms rather than keep the lid off, 
you referred to the two hypotheses which Professor Hutton referred to.   
 
MS SULLIVAN:  Yes, sir. 
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THE CHAIRMAN:  So far as the Panel is concerned, no evidence has been led and I do 
not understand that we are to be invited to infer that either of those hypotheses actually 
apply in this case. 
 
MS SULLIVAN:  We could not do that positively, sir, no.  
 
THE CHAIRMAN:   No, because I think that was what provoked the debate before lunch, 
but that certainly is the Panel’s understanding, that they were hypotheses but they are not 
the subject of any evidence nor inference in this case. 
 
MISS SULLIVAN:  No, that is right.  I think it might just help, Professor Hutton, though 
if you could just deal with the question of the articles and co-authorship I do not know 
whether that might just assist Miss O’Rourke. 
A I did not entirely catch what was being said but I do not know if it was a question 
of independence.  Coming, first of all, to Richard Nicholson and that particular paper, I 
really cannot recollect whether Richard came to the particular meeting. Obviously as I 
work and publish in ethics and statistics I have come across Richard Nicholson in a 
variety of contexts and conferences. 
 
It might be useful to some people to be told that the way in which statistical authors are 
ordered is not the same as in medical, so if anybody is under the illusion that Richard 
Nicholson was the senior author on that paper they are wrong.  The senior authors on that 
paper are Williamson and Hutton.  Richard was asked in I think at the last minute.  That 
is one point. 
 
The other citations they have got, I must confess I have not done this recently, but one of 
the hazards of being a statistician, a medical statistician, is people sometimes assume they 
are free to use your name without your permission. One way I used to update my CV was 
precisely by searching on Medline to find what had been published in my name without 
my consent. That is one of the reasons that ethics committees have changed some of their 
practices.  Of those recently since I went to the University of Warwick in 2000 I have 
been told by somebody on the ethics committee in one of the hospitals there that my 
name has been used without my permission. They said to me:  “Have you agreed to do the 
analysis for this study?” and I said:  “I have never heard of that study”.  So certainly in 
Liverpool now anybody who says they have consulted a statistician is required to give the 
name and contact information of that statistician so the ethics committee can contact the 
statistician and ask firstly whether they had ever been consulted and, secondly, whether 
their advice had been taken, because, of course, as I am sure any professional will know, 
the fact you have been consulted does not necessarily mean your advice has been taken. 
 
I am not aware of having published anything else with Richard Nicholson.  I would think 
it extremely likely I will have made reference, if only to reference no 35, it is quite likely 
that I have made reference to some of his other writing.   
 
I mention the idea of an “Oh no” moment.  I have a nice current illustration of that.  If 
you look at my CV on page 5 you will find that the earliest dated reference, and they are 
in date order, is 1991 which means I have got a percentage sign somewhere in the file that 
creates this, it is not Word, because in fact I have publications before 1991, two of which 
are with Nina Modi.  They are copies of that.  One is about I think the  impact of 
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postnatal respiratory regulation and sodium adaptation in very prem infants. The other 
one is about creatinine clearance.  If it is of concern to the Panel that I have collaborated 
with Richard Nicholson, then I presume it is also of concern to the Panel that I have 
collaborated with Nina Modi who is one of the authors of the paper that has been 
discussed and whose name has come up repeatedly in the discussion of the trial.  So I 
defer to you as to what the relevance of that is. 
 
THE CHAIRMAN:   Thank you for that, Professor Hutton. Obviously what you have just 
said will be taken account of by those who have raised the question and where we go 
from here will be a matter for them to consider and address with you in due course. 
 
MISS O’ROURKE:  Sir, I wonder if I might just answer part of that question for 
Professor Hutton now so that she understands it and I have made no secret of it in this 
case because I think I said it in opening remarks when we were at the abuse and indeed I 
very clearly said it when I cross-examined the Henshalls. As far as Dr Southall is 
concerned, Richard Nicholson is guilty of considerable bias against Dr Southall in things 
that he has been saying about him and writing about him for a number of years and when 
he comes to give evidence in this case I will be attacking, firstly, his expertise and, 
secondly, his independence. 
A What is not clear to me is whether you are attacking my independence and my 
evidence by contamination. 
 
THE CHAIRMAN:   This is where we get into difficulty if we have debates.  The way in 
which Miss O’Rourke wishes to put Dr Southall’s position will come when she has the 
opportunity of cross-examining you, but she was just making the position clear which 
certainly the Panel understand to be the case so far as Mr Nicholson’s evidence is 
concerned. Ms Sullivan. 
 
MS SULLIVAN:  Professor Hutton, if I may come back to the scoring and the scoring of 
the babies who died, if we just take up again file 5 and look at page 376.  Should babies 
who died, as did this baby, have continued to score after death? 
 
MISS O’ROURKE:  I am sorry, sir, that is exactly the sort of leading question that I 
invited my learned friend not to do. That invites a yes or a no answer.   It is leading.  It is 
saying should they have.  Instead she should be asking the more neutral question which is 
does this witness have any comment on the scoring as far as this particular child who died 
after two days. 
 
MS SULLIVAN:  I am sorry, I did not think that was a leading question at all. 
 
THE LEGAL ASSESSOR:   Nor did I.  If the answer is yes or no it is hardly suggesting 
the answer. 
 
MISS O'ROURKE:   It is suggesting the answer that they should not have, is my 
submission, and I think it would be far better if my learned friend asked:  “Do you have 
any criticisms of the scoring as far as this child is concerned?”   That is a neutral question 
and then we can hear in the witness’s own words what her criticisms are and why she 
says they are criticisms. 
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MS SULLIVAN:  You have heard the questions asked in two ways, Professor Hutton.  
Perhaps you would like to answer the questions. 
A As far as I am concerned, I would stick with what I said.  There are a variety of 
possible scoring systems.  This scoring sheet is not explicit about how things should be 
scored, unlike the record sheet which is very explicit about how to score non events.  As 
far as I am concerned, I am going to obey my professional code of conduct which, of 
course, is different from that of the legal profession and the medical profession.  If the 
scoring system was originally intended to comment on morbidity which is what we have 
heard it is, it is commenting on mortality and morbidity, I do not believe there is anybody 
who is going to give me a definition of morbidity as meaning how healthy you are after 
you are dead.   
 
I do not think anybody has yet invented a way of describing how healthy somebody is 
after they are dead and what morbidity means is how healthy or unhealthy a person is.  I 
would therefore say that the intention of this score was that if a child died at two days that 
some of this information would be relevant and the remaining information would not be 
relevant and would have to be allowed for appropriately.  The obvious way with most of 
the questions (I will come back to question 2) is to say that death is the worst form of ill 
health that there is and therefore somebody who is dead should be scoring the lowest 
scores. 
 
In terms of question 2, which is asking for the length of time on which a child was on 
IPPV if, for example, a child died at 50 days and had not had IPPV you can look at this 
and say the most that child could have had was six days of IPPV and you would then 
have an option.  You could either say, “As the worst case scenario for that child is six 
days, that would put them at worst in the category four to ten days, therefore they should 
get a score of at least ten” or you might wish to make a judgment and say, “We can 
predict that if a child has not needed IPPV for 50 days the probability that they will need 
IPPV in the remaining six days is such and such and therefore we can deem them to have 
a higher score, whether it is 15 or 35”.  That would be legitimate.  It would probably be 
somewhat complicated, but you can certainly without too much effort revise that score. 
 
You could probably without too much damage leave question 3 as it is, fairly coherently 
say if while this child was alive, whether it was two days or 50 days, the peak pressures 
they needed were such and such.  That is a reasonable representation of their morbidity 
while alive. Similarly, with question 4.  Similarly, what you would need to do on question 
5, oxygen requirement to 28 days, if the child has lived beyond 28 days you can certainly 
address something of what happened between 28 and 56 days and again you could make a 
judgment as to whether if a child has not needed oxygen for 50 days and then died 
whether you wish to say, “In view of the uncertainty we cannot be sure that they could 
not have got” – I have no idea what the clinical cause might be – “something and needed 
it” or you could have made a judgment that they were very unlikely to have needed it. 
 
Again, pneumothoraces.  If a child has not had an opportunity to get a pneumothorax you 
should take that into account.  A sensible way of doing that might well be to say mortality 
is the worst kind of morbidity, we are going to give the worst kind of morbidity score.   
 
Similarly on question 7.   
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Question 8.  You have a slightly interesting position in that if there was a last scan 
preceding death then you have the option of making a decision.  I did notice in one of the 
patients we looked at that there was not a scan within 56 days, there was a score that was 
presumably based on the time he came out of the tank, which is evidence that adaptations 
were made to the score as you went along that if a 56 day or at discharge – no, if the  
56-day ultrasound was not available but the child was not dead you used an earlier 
ultrasound for that conclusion so the score clearly was intelligently adapted as you went 
along.   
 
Necrotising entercolitis.  Again if you are saying that is a morbidity of 5 if the patient 
lives long enough to experience it, fine.  If the patient is dead I think it reasonable to say 
that that is the worst kind of ill health you can have and count it as zero.   
 
Clearly what you do not want  to do, if you can avoid it, is to set everybody to zero.  You 
want to capture information on how healthy the patient was when they were alive. I am 
not convinced that anybody can rationally insist on capturing information on how healthy 
a dead person is.  
 
Q Professor Hutton, you have referred to the fact that adaptations appear to have 
been made.  You said that in relation to the ultrasound, for example.  If anomalies of this 
nature do arise, is it possible to address them in the course of the trial?  
A It is not only possible, it would generally be deemed to be the sensible approach.  
One of the reasons as a referee, which I am for a large number of research councils,  
I object to people saying that they will analyse the data after they have collected it, is that 
that is very bad practice from a statistical point of view.  You should always start 
analysing your data about after six months of data collection because you will find 
problems.  You are dealing with humans, there will be problems, there will be errors; 
however carefully you think you have thought of something, somebody somewhere is 
going to fill in a response the way you were not expecting.  An example from my own 
research of sprained ankles, there was a question saying “When did you go back to 
work?”  The intention was how many days was it before you went back to work.  Very 
few patients answered that question that way.  They came up with a wonderfully creative 
range of ways of answering the question.  It is much more useful to know that as you go 
along.   
 
Q Can you test, therefore, as you go along the system that you have adopted first of 
all?  
A There are two kinds of testing you can do with a score like this.  Again to give 
you an example from a different field so that people do not need to worry about how 
specific I am being about this.  At about this time a lot of my colleagues in the 
Computational Mathematics and Statistics Department of Liverpool were doing testing of 
the software that is used to fly aeroplanes so it is designed to look at wind speed 
temperature and everything like that.  Clearly if you get something wrong you are going 
to kill quite a lot of people and, therefore, the safe way to test it is to say what are all 
possible configurations, what is every possible way of filling in this scoring, putting 
numbers into this programme and is there a way of putting numbers into this programme 
which will crash?  You do not have to fly a plane to find out whether it will crash, you 
can do quite a lot of pre-testing. So certainly on this score you could have had a look 
through and said if a baby dies at two days, what score do we want to give it?  So that 
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kind of logical scoring can be done in advance.  Then certainly – I mean there is 
extensive discussion of this now but it certainly was the case in the past that well-
organised trials typically would look at what was happening as they went along and if 
they found an anomaly make a decision; very often the decision would be something like, 
“This is what we said we would do, we do not think it is appropriate for this reason so 
what we are now going to do is check both what we originally said we would do and what 
we think is more sensible and compare the outcomes”. 
  
Q I think we had reference to this system being unique at one point?  
A  The system itself is pretty near unique but I think it was Sheila Byrd (as she was 
then) and Morley –  Christopher Morley? Somebody at Cambridge – dealing with prem 
infants and surfactant, for my diploma project at Cambridge I did some analysis and there 
was a way of ranking some of these things that have been proposed.  
 
Q We looked earlier at the data collection sheets?  
A  Yes.  
 
Q Do they distinguish between different stages of the infant’s health?  
A Yes.  I mean they very clearly – I cannot remember whether this one does. Yes.  If 
you look at page 383 we seem to have quite a lot of “Ns” missing data so that looks like 
genuinely missing.  I am not sure if this was… I have not memorised these cases, very far 
from it.  Certainly one of the ones with an infant who died at two days--- 
  
Q This one died at two days?  
A If this one died at two days then I am somewhat puzzled on page 383 why they 
were still in a ventilator at 22 hours 3 days at 55.  
 
Q This baby died at 60 hours, is my recollection?  
A  Page 383.  I mean that could be an example of saying “60 is near enough 72, we 
will use it”. 
 
MS SULLIVAN: Sir, I do not think I have any further questions.   
 
MISS O’ROURKE: Sir, I wonder if it might be possible to have a ten-minute break at this 
stage so that we can discuss it between ourselves, who is going to go first and what way 
we are going to deal with this witness’s evidence.  
 
THE CHAIRMAN:  Yes.  
  
MISS O'ROURKE: Thank you.   
 
THE CHAIRMAN:  20-to three then.   
 

(The Panel adjourned for a short time) 
  
MR FORDE: Sir, I am not sure that this needs to be transcribed because it is really to deal 
with the way forward.  The proposal for this afternoon is that I cross-examine Professor 
Hutton first on some general matters.  I am going to steer well clear of scoring dead 
babies this afternoon.  I would quite like to be able to see the transcript of her evidence 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D22/59 

Transcribe UK 
VRS Ltd 

01889 270708 
 

given this morning, as I am aware that Miss O’Rourke would as well because it is 
possible that she will want to consult others about it.  I think I have probably got about 
half an hour-45 minutes of cross-examination, maybe a little quicker.  I think Miss 
O’Rourke thinks that she could certainly do another 45 minutes before getting to the 
contentious areas, which then leaves tomorrow.  I am going to ask Professor Hutton, if I 
may, what time she thought she would be able to be back in Manchester.  I apologise to 
her but she has to return because she was scheduled, of course, to finish today and I do 
not know how easy it is and what your ETA would be.  
 
THE WITNESS:  It is certainly not easy because technically I am not allowed to be here 
tomorrow, I have formal permission from the University to be away for three days, not 
four, but I can go in tonight when I get home. 
  
MR FORDE: Can we write to your Clinical Director?  
 
THE WITNESS:  It is not clinical.  It is the Deputy Vice Chancellor and I have missed 
the Vice Chancellor’s formal visit to my department today so I shall doubtless be getting 
some comments on that.  But I can go in tonight and clear whatever I can tonight.  I think 
the earliest I can get back here would be half-two-three tomorrow at the very earliest.  
 
MR FORDE: Sir, that at least has the potential for us to sit a little later than we have been 
so far, which is why I wanted to mention it to you now.   
 
We all think on this side of the room and I think Ms Sullivan is in agreement from the 
very brief conversation I had with her, that we would like to finish Professor Hutton 
before we embark upon Mr Nicholson because there are some areas that we may or may 
not wish to explore with him and, as you know, there is an issue around expertise.  I make 
it clear I am not questioning this witness’s expertise at all but that may not be the position 
with Dr Nicholson. 
 
The most sensible proposal I think I could make and for your consideration, I am not 
asking for an instant response, is that in preparation for Professor Nicholson you may 
think it is sensible to read the large tracts of evidence that are produced in file one, which 
deal with the development of ethical considerations, I think from about 1975 all the way 
through until 2000. It is quite dense and does involve, I think, reading 150-odd pages 
maybe more.  I do not know whether you would think that was a useful use of your time.  
I hope it does not mean that we are actually losing time in the case because you may feel 
that if you did not read it before Mr Nicholson’s evidence you would certainly want to be 
reading it either during, in breaks, or when you come to deliberate.  It seems to us it 
might make a great deal more sense because so much of the case is about the state of the 
art in 89/90 to see what was available we say to ethics committees rather than clinicians, 
but that is another issue, at about the relevant time.  That is the proposal.   
 
I do not know whether you want us to leave whilst you consider timetabling. We 
understand that Mr Nicholson is available next week as well.  We think if he is producing 
all these papers he maybe some time giving his evidence-in-chief, which  probably will 
take up most of Friday, again depending on when we finish, and he will certainly go into 
Monday and possibly Tuesday of the following week and then we would be in 
submissions territory with you considering, I suppose, whether you wanted us to provide 
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submissions in writing and we might be asking you for a day or so to do that, cross-
referencing to transcripts, with the hope and expectation that you would be retiring to 
consider any half time submissions towards the end of next week. 
 
That is how we see things from here on in.  We do not think that if we have a late start 
tomorrow, to deal with Professor Hutton, it is actually going to delay the progress of the 
case at all.  
 
THE CHAIRMAN:  Thank you for that, Mr Forde.  I think the helpful starting point – I 
am sorry, Miss O'Rourke? 
  
MISS O’ROURKE: Can I add to that and say this.  I would not be prepared to finish my 
cross-examination of this witness this afternoon for two reasons: one because of the other 
articles that I indicated to you I wanted to have checked so that I could ascertain the 
position and the connection with this witness and a witness that we say is full of bias so 
far as my client is concerned.  Secondly, in any event because of some oft eh unscripted 
evidence she gave this morning that certainly was not foreshadowed in her report I would 
wish to be in the position to have my own statistician look at what she said and to rather 
than quote from what I have got written down in my notebook or my instructing solicitor 
has got written down in her notebook, I would rather have the transcript and be able to 
say to my statistician, “This is what this witness said.  What do you say in response?”  I 
am quite happy to start my cross-examination this afternoon and go a certain distance but 
I am not prepared to finish it.  That is why we have agreed that although previously we 
had anticipated that I would go first with this witness, Mr Forde will go first and I will 
follow him. 
 
I think from what he is saying he will not necessarily close his cross-examination because 
he too would like to reserve his position overnight and see if there is anything else as a 
result of study of the transcript but certainly I will be able to deal with a number of 
general points with this witness this afternoon and leave the scoring of dead babies. 
 
Sir, my position would be that I would have a very strong preference for finishing this 
witness before calling Dr Nicholson.  In other words I would not favour interposing this 
witness tomorrow afternoon and Dr Nicholson starting and my anticipation is, seeing 
what Dr Nicholson has written and the number of reports and articles that he purports to 
refer to, that he could be more than half a day and possibly a day giving his evidence in 
chief, in which case it would not even be a question of saying tomorrow morning we get 
his evidence in chief and then we continue this witness’s cross-examination and then we 
start his cross-examination on Friday.  I would see it as being that his evidence in chief is 
probably two-thirds of a day – it may even be a full day if he really takes you through the 
various articles that he has made reference to. 
 
Sir, my preference is for what Mr Forde has outlined now, that he does some cross-
examination, I do some cross-examination and see how far both of us are prepared to go 
this afternoon and then we will resume with this witness at 2.30 tomorrow afternoon. 
 
THE CHAIRMAN:  Mr Foster, have you got anything to contribute? 
 
MR FOSTER:  Wholly agnostic on all these issues.  



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D22/61 

Transcribe UK 
VRS Ltd 

01889 270708 
 

 
THE CHAIRMAN:  Wholly agnostic.  How about you, Ms Sullivan? 
 
MS SULLIVAN:  Sir, it is entirely a matter for you.  I can understand why my learned 
friends might not want to interpose a witness.  That is always difficult to do.  
 
THE CHAIRMAN:  The position seems to me to be this – and it is I think assisted by 
Professor Hutton’s helpful indication that she can be back by 2.30 tomorrow afternoon. 
 
THE WITNESS:  2.30 is the earliest. 
 
THE CHAIRMAN:  Yes, I appreciate that but the point is that you are indicating that you 
will be able to be back tomorrow afternoon at the earliest and that both Mr Forde and 
Miss O’Rourke have indicated that there is material which can be asked about during the 
remainder of the afternoon - we will see how far we get with that – and that the 
suggestion is that the Panel could make use of the time tomorrow morning in some form 
or another reading the material.  I just look to the members of the Panel to see whether 
anyone is shaking their heads at that as a proposed course.  In that case, we do not need to 
retire, Mr Forde.  We are happy with that.  
 
MR FORDE:  Thank you, sir. 
 
THE CHAIRMAN:  You carry on now with your cross-examination as far as you feel 
able to do it.  
 
MR FORDE:  I will, sir.  
 
THE CHAIRMAN:  Then if there is still time this afternoon, Miss O’Rourke, you can 
take over with matters that you feel able to deal with and then at that point we will call a 
halt for today with a view to returning tomorrow afternoon.  
 
MR FORDE:  Thank you, sir. 
 

Cross-examined by MR FORDE 
 
Q Good afternoon, Professor.  Can I ask some questions on behalf of Dr Spencer?  
You have told us in your evidence that you are a professor in medical statistics at the 
University of Warwick and you have a long and impressive curriculum vitae relating to 
the issue of statistics.  What I wanted to ask you about was your interaction with 
clinicians, first of all, and I have a copy of your report where you say that you acted as a 
statistical consultant to university and NHS medical and other staff whilst you were 
employed at the University of Liverpool and that you advised on the design and analysis 
of numerous studies including clinical trials, and that one of the larger groups that you 
worked with comprised paediatricians.  Is that all correct? 
A Yes. 
 
Q Can you just help me in terms of the time period that you were involved?  It may 
be a continuing involvement but when did you first become involved with the design and 
analysis of studies, including clinical trials? 
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A In terms of formally acting as a consultant it would have been from 1986 onwards, 
but in 1982/3 as part of the Diploma in Mathematical Statistics at Cambridge I was 
working on data on survival of women with breast cancer and on survival of babies given 
artificial lung surfactant. 
 
Q That was as a statistician? 
A Yes. 
 
Q Were you a statistician to an Ethics Committee or were you being consulted by 
clinicians who had already gained approval from Ethics Committees? 
A I have never been a statistician on an Ethics Committee.  I have consulted at both 
ends – in other words before and after Ethics Committees.  
 
Q Who were you consulting with?  Were you consulting with Ethics Committee 
Panel members or the clinicians who are either looking for your input prior to submitting 
a study for approval or looking for your input during a study?  What is the position? 
A Basically all the permutations and combinations pretty much.  I have had people 
coming to me before they started designing a study, I have had people coming after they 
have collected the data and the comment is you can get a good post mortem if you come 
after the event.  I have had people coming during, I have had people on Ethics 
Committees consulting me, phoning me up for advice so basically the whole range.  I 
have formally given advice on writing guidelines, so it is the range. 
 
Q I see.   Would you agree with me that from your perspective the best position to 
be is to be consulted as a statistician before applications are made for approval? 
A Before you start doing anything other than thinking about the trial, yes, and 
certainly before application 
 
Q I think Miss O’Rourke will deal with this but my understanding was that Mr 
Alexander was involved in attempting to design models before any submission was made 
to an Ethics Committee.  I think you would regard that as good practice? 
A As I said in my report, I regard this as a trial that has been designed to an 
extremely high standard. 
 
Q Can I just ask you about the state of the art in the late 1980s/early 1990s, just to 
explore that with you a little more, if I could?  I have read your paper, which was number 
35 in your curriculum vitae, and it seems that even in 1997 many Ethics Committees were 
not regularly consulting statisticians.  Is that correct? 
A That is true.  I suspect outside of the multi-centre it is probably still true now. 
 
Q So would you agree with me that it is not just that this was a well designed trial 
but that certainly in terms of the involvement of a statistician and the detailed clinical 
questions and data sheets, very much ahead of its time it would appear? 
A Yes, I would agree.  
 
Q There are criticisms that have been made which I am not going to explore with 
you in any huge amount of detail, but something that interested me about your report was 
that you opined upon some of the clinical matters, the matters of criticism, and I am 
assuming you did that on the basis of your previous interaction with clinicians during the 
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course of trials.  Is that fair? 
A Yes, I think that is right.  I have stated that specifically.  
 
Q It is a rather long question – I apologise. 
A I stated specifically that I felt it was sensible for my advice to be given in the 
context of what I understood.  
 
Q Would you, however, defer to a clinician on clinical matters whilst feeling 
confident to express a view, so should we qualify the next series of answers I shall 
attempt to get from you by indicating that? 
A It would really depend quite a lot about the very particular circumstances and the 
particular clinician.  Basically statisticians do not do deference anything like as well as 
junior house officers.  It would depend for me what I thought was at stake.  It is a 
requirement of the Royal Statistical Society Code of Professional Ethics and also the 
International Institute’s Declaration of Professional Ethics that if you believe a mistake is 
being made and there will be serious implications of that mistake, you are required by our 
code to state that.  I am aware that the Bristol Royal Infirmary case illustrates that that is 
not necessarily the way medical people practise but in statistical practice, if I think 
something might be wrong I am required to say that and I have certainly, with a fair 
amount of consulting, queried clinicians and they have recognised that actually I have had 
insight into the matter that they have not had.  
 
Q All right.  Let us just explore a very few issues and seek your view. 
 
MS SULLIVAN:  Could I just say, I am sure Mr Forde will identify which clinical issues. 
 
MR FORDE:  I am about to. 
 
Q There is a charge which Dr Spencer faces in relation to – and I will take you to it 
specifically – the neck trauma.  It is charge 6. 
A What page, please? 
 
Q It is page 3 of the yellow sheet.   
A Page 3, right, whereabouts? 
 
Q Paragraph 6, sub-paragraphs (a) and (b). 
A Right, I have got you, yes. 
 
Q We have already heard from a Mrs Cannings who began to work with the Ethics 
Committee in Stafford in 1994 that her experience in 1994 was that an event that occurred 
within one centre in a multi-centre trial might be looked at within that centre but unless it 
occurred within the other centre – in this case there was never an event in North Staffs 
involving neck trauma – that it would not find its way to an Ethics Committee in North 
Staffordshire, so a Queen Charlotte’s event, she said, in 1994, would not necessarily find 
its way via North Staffordshire clinicians to their Ethics Committee.  That was her 
standpoint. 
 
What you said in your report, if I remind you, is that adverse events are reported to date 
monitoring committees and the role of the Ethics Committee before 1995 did not 
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generally include following up on whether studies were started, nor on the progress or 
such studies or changes to the protocol.  You have cited a reference, it is your second 
reference and I ought to identify it.  It is the Ashcroft Chadwick Clarke and Others.  
A Yes.  
 
Q I think you made reference to this, “Implications of Socio-cultural context for the 
ethics of clinical trials” and it is dated 1997? 
A Yes. 
 
Q Do you recall you told us that I think one of your colleagues who came from a 
socio-cultural background was somewhat surprised at the relative autonomy of Ethics 
Committees and the differences in standard?  Do you recall that evidence? 
A Yes. 
 
Q Do you stand by those comments you made in your report about the role of Ethics 
Committees? 
A That is my recollection of the role of Ethics Committees then and indeed now, so, 
for example, adverse events in the sprained ankle trial I do not think were reported to any 
Ethics Committee.  They were reported to a Data Monitoring Committee. 
 
Q Were there Data Monitoring Committees in existence in 1989/90?  You may have 
to help me. 
A I do not think they were common.  That is why I referred to the Errington paper. 
 
Q So again, it may be important just to seek your view and we will obviously seek 
the view of Mr Nicholson, it seems to us on this side of the room that the exchange of 
information between Ethical Committee and clinician can be of  
tremendous importance.  Would you agree? 
A The word “can” is very open ended so yes, of course I agree. 
 
Q If there were going to be requirements of the reporting of adverse events or 
updates or ending of trials would you agree that there is some responsibility, if not the 
main responsibility upon the Ethics Committee, to indicate that to the clinicians?  
A Forgive me but, sorry, the first thought I had when you say that sort of  
responsibility is most Ethics Committees were volunteers and were seriously over 
worked.  I think some Committees or some Chairmen might occasionally have asked for 
updates but might recollection is from --- although I have not been on a Committee 
myself, I have lots of colleagues that have been, my recollection is that the standard idea 
was to, if necessary, refer something back, very often actually the information leaflet as 
much as anything, and then once it was done as far as the Ethics Committee were 
concerned they would not normally ask for further information.  It is a basic question of 
trust.  
 
Q I see.  So you are not surprised, I do not know whether you have seen it, that we 
got a one and a half line “This is approved” from our Ethics Committee in North 
Staffordshire?  
A No, no, not at all.  
 
Q Nothing that stipulated come back to us every six months; tell us about adverse 
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events; tell us about any minor modifications to protocol.  So by the standards of the time 
that was typical?  
A That was pretty typical.  
 
Q Is it still the case?  
A I am a lot further removed.   
 
Q If you cannot answer---  
A I think the difference is that you have to distinguish --- this trial would be on the 
borderline of using a multi-centre depending on whether they got the other centres in or 
not.  That would almost certainly have kicked in some data monitoring.  On a small scale  
I really do not know.  
 
Q The next topic I wanted to ask you about was because you have dealt with 
modifications to protocols, you have indicated this was a triangular design for the 
comparison of two proportions.  We are now familiar with the graph that went with the 
application and which was also reproduced in the Raine et al paper?  
A Yes, yes.  
 
Q It has been suggested that that was a device to determine when the trial stopped?  
A Yes, that is the purpose of that design.  
 
Q The emphasis has been so far on the stopping of the trial once the line is crossed?  
A Yes.  
 
Q Because of detriment to patients and I just wanted to find out whether you agree 
that that is not necessarily the case.  The trial might have demonstrated CNEP was safer 
and that could be a reason for stopping the trial, so it is multi-purpose?  
A Triangle means it has got three boundaries which have three different meaning, 
yes.  One boundary is CNEP is a more effective treatment, one boundary is CNEP is less 
effective and the third boundary is we have not been able to decide on the basis of 
information.  
 
Q So it would be wrong for the Panel to leave with the idea that the use of that graph 
was only to stop the trial in the event that CNEP was found to be less safe?  
A No.  It has got the three different decisions.  
 
Q Thank you.  It would appear that you do not feel, as I understood your evidence, 
that the scoring of five patients out of 50 who died at a higher level than those who lived 
caused the trial to continue for longer than it otherwise would have done?  
A Given that when we equate those scores it makes no difference, I think that is...  
 
Q So I think unlike one study, which I will take you to in a moment that you very 
helpfully included in your paper, you do not see any evidence of an unnecessary 
prolongation of the CNEP trial to the detriment of patients within the group?  
A No.  
 
Q Again, very fair and very helpfully you included a paper Errington Ashby and 
Others.  I think tell us that you shared an office or you were in the next door office to---  
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A With Deborah, in the office with Deborah.  
 
Q ---Ashby.  This was a trial to compare high energy, fast neutron treatment with 
conventional mega voltage x-ray treatment in the management of locally advanced pelvic 
carcinomas.  The trial was stopped because it was recognised that it had increase the 
mortality in patients with cancer?  
A That is correct.  
 
Q So it had been positively harmful?  
A Yes.  
 
Q But they did not have the sort of triangulation or the graph that we have which 
would have allowed them because of the poor design, is this fair, to know when to stop 
the trial?  
A If we are talking about the standards at the time they had a standard design.   
I prefer to say standard rather than poor design.  Not only the design but the monitoring 
was not designed to pick up early problems.  
 
Q This was, I think, between 1986 and 1988?  I am looking right-hand column on 
the first page, second full paragraph?  
A Yes.  So ‘86 to ’88, yes.  Yes, that sort of time.  
 
Q The year before the 1989 submission to Staffordshire there were in existence trials 
which did not have the additional safety net of the Alexander graph, if I can use that 
shorthand?  
A Peter Armitage might not be too thrilled but anyway.  Not only at that stage but,  
I mean, I think the majority of clinical trials until more recently than 1990 would still not 
have necessarily also have a sequential design.  One of the main reasons being you do not 
necessarily have a statistician to hand.  
 
Q I see.  You would approve as a statistician of a sequential design?  
A Yes.  
 
Q Would you see it as something which is likely to enhance patient safety?  
A Yes.  
 
Q So that is another aspect of the trial, is this correct, that you would regard as well 
designed?  
A Yes.  
 
Q You have commented on some other aspects of the trial and I just wanted to take 
you to our bundle 5 and explore those with you.  We have the notes relating to Patient 6 
at our page 545.  You see on the first page we have the date of birth.  We note in passing 
a gestation of 32 weeks, so Patient 6 was unlike patient 7 who I think was only 119 
grams.  One of the more mature babies in the study it would appear. Would you agree?  
A I mean, I have not men memorised the gestational age but 32 is more mature than 
25, yes.  
 
Q We then have the treatment outcome scores on the next few pages.  Then if you go 
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to page 550 we have the frontis piece of a number of documents that appear to be 
together.  Can you see that it says “[Patient 6] CNEP consent” with a tick?  
A Just about, yes.  
 
Q USS, ultrasound scan with a tick.  Can you see that?  
A All I can see after USS is ‘first needs 56 days’.  
 
Q I think it is patient, Pt, needs 56/7?  
A Sorry, I lost the question.  
 
Q It think it is patient not first?  
A Oh, okay, yes.  
 
Q Its Pt we think.  It very badly photocopied.  Would you agree that would tend to 
denote somebody is thinking in terms of a 56 day scan?  
A Yes.  
 
Q Over the page we have the data in relation to the neck circumference and neck 
seals size with the PHs, PO2s which appear to have been taken from the intensive care 
records with the saturations.  So, again, I suggest that shows a great deal of care being 
taken by those collating the clinical information?  
A Yes.  
 
Q Then it is suggested that temperature has been an issue but on the next two pages 
we have seem to have regular temperatures taken and recorded?  
A Yes, I am just wondering what the NCs are?  
  
Q Let me have a look.  NK?  
A Not known.  
 
Q So recording of data when known.  That is the mean arterial blood pressure and 
there is an issue in relation to that because the nurses did not fill in the chart.   
A Right.  
 
Q I am not going to debate that with you.  Then we have got the record sheet starting 
at page 554.  I think if we put scores to one side would you agree a detailed and 
impressive document?  
A Yes.  
 
Q You were particularly impressed I think by the fact that 1 is a ‘yes’, 2 is a ‘no’, 
and then there is a ‘not applicable’, ‘not available’?  
A Yes.  
 
Q So by the standards of the time impressive that those parameters are defined?  
A Yes, it is well designed.  
 
Q Just out of interest if you go to page 560, because this is all a long time ago, can 
you confirm with me that the answer to question 128 seems to be that there was a cranial 
ultrasound done prior to the entry into the CNEP tank?  
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A Yes.  
 
Q And that the answer to question 132 was that there had been a cranial ultrasound 
at 56 days or preceding discharge?  
A Yes.  
 
Q We know one was not done at 56 days and we cannot find one if it was done prior 
to discharge but somebody seems to have taken that score from somewhere?  
A Yes.  Well, there is one other possibility.  
 
Q Which is?  
A Somebody getting a bit tired and running down routinely.  
 
Q Possibly but one would like---  
A It is rather unlikely given the quality of this work.  
 
Q I was going to say, if you look at that column we have got some careful values 
about heart rate, vasopressors, then the central nervous system scored 1 to 3.  They have 
put in in relation to haemorrhages because the brain bleed did not come within any of 
these categories that this child sustained 3s.  So they have looked at subcortical cysts, 
cortical atrophies, periventricular leucomalacia and a different type of haemorrhage?  
A Yes.  
 
Q Then if a go to the page in relation to ophthalmology and retinopathy of 
prematurity which has been separately monitored somebody has put “Did not attend 
appointment.” Do you see that?  
A  Yes.  
 
Q Then finally on page 562 there is a record in addition to the formal sheet, further 
information is put on “Received 2 doses of surfactant at 20 hours and 34 hours old”?  
A Yes. 
 
Q We believe these forms were completed by Theresa Wright.  Would you agree 
with me that they contain a great deal of detail, appear to have been very carefully 
collated and filled in?  
A Yes.  
 
Q Just then returning to your report if I may for a while.  I think you would agree 
that the additional of surfactant, because you deal with this in paragraph 12 of your 
report, we have documentation which suggests that protocols were being drafted by 
Claire Newell about 21, 22 July 1991.  I do not know whether you have seen that but your 
memory has not failed you because you said this: 

“I analysed one of the earlier studies of artificial surfactant and I 
maintained an interest in its development.  My memory is that it 
became available and hence part of normal protocol about July 
1991”?  
 

A Yes.  
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Q Our understanding is --- I should have said Dr Kate Palmer, I apologise, be that as 
it may, you were right in saying it was July 1991.  From Staffordshire’s point of view it 
was something that was introduced across the region?  
A Yes.  
 
Q Dr Stimmler told us that he thinks it would have been unethical not to have given 
it to babies just because they were in the trial?  
A Yes.   
 
Q You would either have to stop the trial, he told us, or you would introduce it in the 
hope and expectation, as Dr Raine told us, that things would balance themselves out 
between 1991 and 1993?  
A Yes, and as John Alexander pointed out, you could do a before and after analysis. 
 John Alexander did give an interesting consideration of the issues, yes.  
 
Q Are you impressed by the fact that he was consulted on this issue?  
A Yes.  
 
Q It is how you would expect a statistician to be used in a well run trial?  
A Yes.  
 
Q One of the other reasons, it is suggested to me, that it may have had important 
clinical validity is once surfactant is introduced as a treatment modality it would be 
somewhat artificial not to include it within the CNEP trial because if you could prove 
CNEP worked well you would be wanting to use it with babies who would get surfactant 
where there was a clinical indication. 
A Yes.  I am aware because, as I say, Deborah Ashby and myself did quite a lot of 
work with paediatricians.  Richard Cook and Liverpool I think were one of the  
well-known units at the time. There was a challenge. There were so many different 
therapies being introduced there was a sort of joke of it is not how many babies per 
treatment but how many treatments per baby.  Unless you had good reason for 
redesigning as a factorial which would allow you to look at both you really are in the 
position that if surfactant has become a standard treatment you would not be expected to 
withhold it. 
 
Q I am not going to ask you about it, because we do not any longer have charges 
about allocation and bias, but you did say you thought the risk of allocation bias was 
adequately minimised … 
A Yes. 
 
Q … because the people randomising were not operating within the clinical sphere. 
A Yes. 
 
Q That is good practice, as I understand it.   
A Yes. 
 
Q Then you said this: 
 

“The CNEP protocol and publication are of the highest possible 
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standard.  All of the ten outcome measures listed on page 3 of the 
protocol” 
 

(and we have that in our file 1 for anybody who wants to look at it and I am sure you are 
well familiar with it, Professor) 
 

“under ‘Aims of the project’ as well as the outcome score are 
reported in the Raine et al article.  The results have been generally 
reported by estimate and confidence interval rather than merely 
giving P values”. 
 

Could you help those of us who are lay as to what you mean by that, because you appear 
to be suggesting it is a superior way of measuring the overall efficacy of the trial. 
A Perhaps the best way of doing it might be by giving an example back from the 
neutron therapy trial where, as we said, the new treatment actually killed patients off.  We 
used that in an exam question and got the medical students to say was there a difference 
or was there not and most of them correctly calculated there was a difference and we then 
asked them to state what the difference was and a large number of them ignored the 
figures and said the new treatment was better on knee jerk.  Statisticians spend a lot of 
time objecting to just people saying there is a significant difference and not saying what it 
is.  What this paper is doing is not merely saying there is a difference, but it is telling you 
what the difference is.    
 
Perhaps another example that would be relevant, I had a tussle as a referee of a paper 
which looked at ethnicity and child abuse and the authors had written that there is very 
significant association with ethnic group, so I said, “You have not told us what ethnic 
groups there are or what the direction of association is which seemed to me like a fairly 
sensible thing.  If you are going to say there is a significant association with ethnic group, 
it would be quite useful to know what ethnic groups you are talking about and what the 
difference is.   In that case the authors actually refused for some reason to say what the 
differences were.  I think that is a nice example.  They said policy has been made and you 
thought, “Well, what policy if we do not know which ethnic groups are affected?  Was it 
Chinese and English?  Was it Afro-Caribbean and Indian?  How can we make policy if 
we do not know?”  So that has been a big problem, that habit of saying, “There is a 
significant difference” and ignoring, if you like, the so what.  So what about the statistics. 
 What is the clinical meaning, what is the meaning to patients of what the difference is 
and that is what this paper does which is particularly good.  It says:  “There was a 
difference and it was this size and this is how sure we are of it”. 
 
Q There was a charge relating to validation which has gone, but I just want to 
remind you of this.  You said that if there is no scoring system available and appropriate 
then a new score has to be designed and I think that was the case here. 
A Yes. 
 
Q  

“My recollection of consulting research and reading from that time 
is that there was no suitable scoring system”. 
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A Yes. 
 
Q Is there one now?  Have there been advances or do you think that even now a 
similar type of system, I am not going to get into the intricacies --- 
A I have no idea.  I have not worked that closely with this area. I  know there has 
been a lot of work on quality of life, but I have no idea if any of it relates to this area. 
 
Q You went on to say in your report that you thought the sample record sheets that 
you had seen were of a very high standard and we have dealt with this already: 
 

“As there is guidance on providing not only answers but also 
distinguishing two reasons why answers would be missing, not 
applicable and not available”. 
 

A Yes. 
 
Q That is of statistical significance to you. 
A That is important, yes. 
 
Q You have explained why in your evidence this morning.  Can you see the value in 
having the statistician involved in checking the outcome scores? 
A Yes, statisticians are not frightened of numbers. 
 
Q Our understanding is that he entered them into the database. 
A That is what I have been told. 
 
Q It was thought to be sensible that it was somebody other than a clinician who did 
that, again to try and reduce any perception of bias, do you see the value in that, because 
the rescoring and the amendment was done by Mr Alexander? 
A I can see the value in it.  I think you can get to the point of diminishing returns if 
you start suspecting everybody, but I  can see why it is sensible for the statistician.   
 
Q It just gives it more validity, does it not, in terms of the model if you are able to 
say --- 
A It gives some people more confidence in it, yes. 
 
Q Yes, but it is surely better if Theresa Wright did mistakenly double score 
ultrasounds for that to be amended by John Alexander rather than by her. 
A Yes.  It is useful to have the statistician functioning not only to enter the data but 
while entering it checking it, yes.  As I say, the advantage of a statistician is they will be 
familiar with numbers and ask questions if the numbers do not make sense to them, 
whereas other people will not necessarily see the same things. 
 

Cross-examined by MISS O’ROURKE 
 

Q Can I start with some general questions about what information you had and what 
you knew about this case. You answered questions from Ms Sullivan by saying that yes, 
your report set out what information you had available. That may have been a useful 
answer to Ms Sullivan and indeed to those of us who had your report, but not a very 
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useful answer for the Panel who do not.  Can I just run through with you what material 
you had in order to consider and give your opinion and, indeed, what subsequent material 
you have had which therefore has allowed you to give your opinion today. 
 
Perhaps you can just assist us by telling us what information you had and you personally 
managed to read, because obviously I have taken on board what you have said about you 
could not have done it all yourself and you needed some assistance from a colleague and 
so it is not clear what you yourself were able to assimilate.  I think you answered one 
question by saying something about “had a glance at”.  What I am interested to know is 
what you were able to properly study and read. 
A Without looking at my notes I am not sure I can do a detailed chronology.  The 
first thing was the letter of instruction with the allegations, the trial protocol, the article 
which actually we went away and looked up for ourselves. 
 
Q That is the Journal of Paediatrics article? 
A Yes.  We got a better quality production of that. 
 
Q Can I just stop you there.  Did you read that article? 
A Yes. 
 
Q You personally read it, yes? 
A Yes.  The things I have mentioned so far I read personally.  There were two 
example scoring sheets which I read through.  I read two pages, pages 7 to 9, which is a 
response by Professor Southall to a review dated 23 September 2000. 
 
Q That was for the Griffiths Inquiry. 
A Yes. 
 
Q The pages related to what, to scoring? 
A It is a discussion of the scoring system, yes.  The randomisation log I think I 
paged through.  I would not swear I read every single last symbol on that one.  Peter 
Armitage’s book, I read a number of the chapters. 
 
Q That is on what? 
A That is on sequential study designs, in particular the design, for example, used in 
the study.  My recollection is it is the one to which John Alexander referred in the 
protocol. 
 
Q That is a general book about sequential studies rather than material specifically 
about this case? 
A It is a statistical book on design of sequential studies in medical research. 
 
Q What I am concerned to know about is what you had in the context of this 
particular case, what you knew about CNEP and what you in particular had had. 
A Can I carry on saying what I have had? 
 
Q Yes. 
A I then mentioned the Errington paper because it is the one that came to mind, as  
I say, in terms of data monitoring and early stopping.  As I said in my report, at some 
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stage I have read my own publications and I do not necessarily memorise every word of 
them.   
 
Q I hesitate to interrupt you, Professor Hutton.  I am not interested in what reading 
around you did in general statistical information.  What I am interested in is what you 
knew about this particular case, about CNEP and about what these clinicians were saying, 
because obviously you, and I am going to come to it in due course in your evidence, have 
made certain assumptions and I am wanting to understand the foundation of your actual 
knowledge of this case and what went on. 
A I had read this.  I had also read the response, Samuels Raine et al 96, to comments 
that were made.  So I have read the response but not the original comments.  The rest  
I did not read.  At some stage I read the report of Richard Nicholson. 
 
Q That was one of my questions. 
A Do you want me to comment on what I thought of it or not? 
 
Q No.  I will come in due course where we go next.   I want to establish first off 
what material you had upon which to base your opinion and I mean material specific to 
this case.  You saw Richard Nicholson’s report.  Which one, because I think he has 
written two or three?  He has written one and then there have been some extra e-mails 
and some extra letters.  Was it just his main report that you read? 
A I have no idea.  I do not know which one this is, but if you want to have a look at 
it, it is here. 
 
Q Is there a date on it?  (Pause)  It should be on the last page. 
A I think it is saying 14 March 2008. 
 
Q What about any subsequent e-mails or letters of correspondence from Richard 
Nicholson.  Have you seen any of that? 
A I think the only other thing, there was a conversation, but I do not think I have 
seen anything in writing. 
 
Q A conversation between you and Richard Nicholson? 
A There were five people in the telephone call.  It was a conference call. 
 
Q That is with Ms Sullivan involved. 
A With Louisa Morris, Ms Sullivan, one other lawyer whose name I cannot 
remember, Richard Nicholson and myself. 
 
Q Can I ask you this.  CNEP in this particular trial has excited a lot of publicity in 
the national media, local media in the Stoke/West Midlands area and in the medical press 
for a period going back in excess of ten years. 
A Yes. 
 
Q Have you ever read about it? 
A The one thing I think I can remember was something about a paediatric trial and 
consent.  I remember a little bit about that, reading a little bit, I cannot remember where, 
and having some discussion, but that is about ten years ago. 
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Q It has been the subject of a BBC Newsnight programme, a Channel 4 programme, 
an ITN news programme, and that is just for starters.  Any recollection of seeing any of 
that?  
A I do not have a television, I do not watch television. 
 
Q In terms of involvement with Richard Nicholson, of course it does not exist any 
more, had you subscribed to or received copies of his Bulletin of Medical Ethics? 
A I do not think I ever subscribed to it.   I have certainly seen copies of it.  There 
was some, I cannot remember which joint conference it was, where he may have told me 
to send a paper to his bulletin.  I do not think I ever have sent a paper to the bulletin.  
 
Q Had you ever read any papers in his bulletin about CNEP?  
A  Not that I recollect, no.  
 
Q You have listed  information that you were sent. Were you provided with any 
material from the Henshalls, who are the complainants in this case?  
A  The one thing I got was an e-mail response to my report.  
 
Q But beyond that you were not provided with any statements from the Henshalls or 
any material that they have prepared over the years?  
A Not as far as I recollect.  I am pretty sure I have not had. 
  
Q You were being provided with the transcripts yesterday, I understand, of the 
evidence of Joe Raine and Dr Stimmler.  Have you been provided with any other 
transcripts in the case?  
A  No.  
 
Q The only transcripts that you have seen are of yesterday’s evidence?  
A And the only bit I have read was Joe Raine from as far as possible when I left the 
room.  
 
Q Had you seen a witness statement from Joe Raine in advance?  
A  No.  
 
Q As far as the views of any of the doctors on this side of the room, all that you have 
had provided to you was two pages of Professor Southall’s response to the Griffiths 
Inquiry in 2000?  
A  Sorry all that I have read, that is not the same as saying all I have been provided.  
I mean I think what happened with that was that Dr Marsh got most of the paper and she 
went through it and then said, “Jane, you should read pages 7-9” and I think I had the 
PDF and I looked at pages 7-9 so I cannot remember what else was provided, probably 
the whole lot.  
 
Q I am simply seeking to establish at this stage what you know of what might be 
titled “the other side of the story”.  Do you understand?  
A         Yes. 
 
Q You are experienced, I think, as an expert and an expert witness.  You will 
appreciate the importance of the independence of an expert and of an expert looking at 
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both sides of the story?  
A Yes.  
 
Q I think you do work in the civil procedure cases in this country as an expert 
witness and you are aware that in that situation you are more advantaged as an expert 
because you are given copies, usually before you provide your report, of the factual 
evidence of the other side of the case?  
A Relevant information, yes.  
 
Q Yes.  So you are in a position, when you give your expert opinion, on having both 
sides of the case before you as worked out in pleadings and on the factual evidence in the 
case, which is disclosed before the expert evidence comes?  
A If you want me to be precise about what I do in cerebral palsy I can be.  
 
Q No.  I am just saying---  
A But it is not what you are describing.  
 
Q I know that because I have read some of your reports.  What I am suggesting to 
you is that in those cases if you wanted to hear the other side of the story in so far as it is 
relevant to you giving expert evidence, you have that availability of the two sides of the 
argument before you render anything in?  
A I am aware that there are proceedings that carry on and that at some stage you get 
evidence and so on and so forth and at some stage you maybe allowed to talk to the other 
side’s statistician, yes.  
 
Q It is not so much that.  It a question of this, is it not, that you, to an extent – maybe 
you do not feel you are – but you, to an extent, are disadvantaged in this case by reason of 
the fact that you are being asked to give your opinion on a scoring system and on what 
they intended or thought or planned in circumstances where you have not had the 
opportunity to read or hear the evidence of Professor Southall or Dr Samuels---  
A What I have had--- 
  
Q Wait for the question.  Who were involved in devising the scoring system?  
A What I have had is two things.  Pages 7-8 that you mentioned and there is an error 
in my comment in that I did also, as I say, in 7B I mentioned Samuels, Raine et al so I 
have read that side of it as well.   
 
Q That is very little in the context of what has been written and what they might 
have to say about scoring systems and, indeed, their reasons for adopting the scoring that 
they did for dead baby.  You do not actually at this moment in time, do you, have their 
words and their explanation as to why they devised the scoring system that they did?  
A This is like the question about deferring to clinicians.  No, I do not have all of that 
information but one of the points of mathematics and statistics is that there is a lot you 
can conclude and questions you can raise without necessarily having all the information.  
 
Q That maybe true in a world of mathematics and statistics, but it may not hold quite 
so true in the legal world where you probably know (may you do not) in this particular 
hearing we have to deal with evidence and we have to deal with it where the burden is on 
the General Medical Council and we have to deal with it to the standard of beyond a 
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reasonable doubt.  Probably a concept familiar to a statistician?  
A  Yes.  What I would say is that I am quite – what I have commented on is a scoring 
system and the implication to that scoring system as it is written and presented to me, not 
as discussed by anybody else.  
 
Q Right.  But the point---  
A  For example the three defendants.  
 
Q I am putting the point to you whether you wanted at this stage to take advantage 
of the opportunity that I am offering you to say, yes, you maybe slightly disadvantaged 
because you have not heard factually their rationale and reasoning for adopting the 
questions that they did, the factors that they did and the instruction to the statistician 
about the weighting and what they wanted to reflect in the scoring system – you have not 
heard their accounts and it would maybe be better, you would feel in a better position to 
give an expert opinion?  
A I certainly prefer the civil system where you have the chance to talk without 
lawyers present.  
 
Q It is not necessarily the point.  It is two things, is it not?  Firstly you are being (and 
I might suggest unfairly) asked to give an opinion without knowing what they said and 
that is why you had to say today “I assumed” or “I do not know” or “was it their 
intention?” or “what did they mean?”  You are being asked to give an opinion without 
knowing what they say on that point?  
A  Yes.  
 
Q They are the factual witnesses, yes?  
A Yes.  
 
Q Secondly, you know that a statistician was involved in the trial, in the design of 
the trial?  
A Yes.  
 
Q In working along with the trial.  You have seen a letter that he wrote.  You have 
read and heard Joe Raine’s evidence about the involvement of John Alexander?  
A  Yes.  
 
Q You told us, I think, you had seen one spreadsheet from him.  Ms Sullivan asked 
you as the first question had you seen a spreadsheet that John Alexander prepared?  
A I guess it was a spreadsheet.  I have certainly seen something from him.  
 
Q Ms Sullivan described it as a “spreadsheet”.  You can call it a “spreadsheet”, an 
“index” or whatever.  You had seen a list prepared by him with patient numbers on it and 
various outcomes, yes?  
A Yes.  
 
Q You saw an explanatory note, I think, which was two sides of A4?  
A          One or two sides, yes.  
 
Q But you did not, in fact, see from him a witness statement detailing the degree of 
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his involvement, what questions he was asked, what his interaction was in the trial?  
A No.  
 
MS SULLIVAN: The reason for that is, of course, that we have not had it. 
 
MISS O’ROURKE:  Indeed--- 
 
MS SULLIVAN:  It would have been open to Miss O’Rourke and her solicitors, had she 
so wished, to serve us with any material which we might then have been able to ask 
Professor Hutton about, but we have not had anything as she knows. 
  
MISS O’ROURKE: Sir, I know that.  I am not making the point, I am simply establishing 
what this witness has had. (To the witness)  In the same way you have had no 
statistician’s report from the defence side?  
A You did not give me that advantage, that is correct.  
 
Q I am not sure that that is the right way around. John Alexander, if we get to the 
relevant stage in this case, will be a factual witness not an expert because, of course, he is 
part of the factual matrix, yes?  
A As you said, I have the disadvantage of not having seen his factual information 
because you have chosen not to let me see it.  
 
Q Because it does not happen in GMC cases. You do not serve witness statements of 
factual witnesses on the defence side.  There are no rules for it---  
A Fine.  That is the choice of the GMC.  
 
Q The position is that your knowledge of the devising of the scoring system has to 
come either from assumptions that you make from reading the paper itself in paediatrics 
or from you looking yourself at the scoring sheets.  Yes?  
A  Yes.  
 
Q The two pages of Professor Southall’s that you read (going back to the Griffiths 
report), yes?  
A  Yes.  
 
Q And otherwise the evidence that was given yesterday by Dr Joe Raine?  
A Yes.  
 
Q Some of which you were present for and some of which you were not?  
A Yes.  
 
Q I want to ask you, before we go on to other details, about your own involvement 
in scoring systems.  I have had a look at your CV and it appears there is two papers that 
you published both, I think, in 1996 is it?  One is number 18 on your list of publications 
and the other is number 19.  They are the only ones that I can see that talk about 
randomised control trials.  One is titled “The ethics of randomised control trials: A matter 
of statistical belief”?  
A Yes.  
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Q The other one, also in the same year, is a randomised control trial of early 
physiotherapy for high risk infants?  
A Yes.  
 
Q What I want to ask is whether you have been involved in an asymmetric 
sequential randomised trial, such as this, and, in particular, in devising a scoring system 
for it?  
A I have not been involved in that.  There is a difference between being directly 
involved in individual things and one’s required knowledge and the application of that 
knowledge.  
 
Q I understand that but I am asking this: have you ever assumed the role that  
John Alexander assumed in this trial?  
A  Of using a triangular design, no.  
 
Q Not just that, of scoring-up sheets, centring any data, giving advice?  
A Yes.  Yes, I have done that.  
 
Q Not the triangular so, therefore, not the asymmetrical sequential?  
A I am trying to think of...  There was an element of asymmetry in the ankles trial.  
 
Q There was?  
A There were elements of asymmetry in the ankles trial.  
 
Q Right.   Anything else?  Any other trial that you have done that you would have 
been involved in anything even approximating to this devising the scoring systems?  
A Sorry, which are you focussing on? The scoring system? 
  
Q I am looking at doing the role that John Alexander did, in other words as someone 
who is involved, just so you understand his role because you say you have not had full 
information as to what he did.  Should I just say on that point because it is a point that we 
will wish to make, John Alexander was available to the General Medical Council, he does 
not belong to anybody on this side, he is available to them to go and take a witness 
statement or to ask questions of at any stage.  He is known as an author of the paper and 
they had the opportunity to go and get a statement from him and provide it to you so 
although you may say to me that I have not given you that advantage, the General 
Medical Council had full availability and facility to ask him.  
 
Any way, let us come to the point. His role in this trial was as follows: he gave advice in 
the advance of devising the scoring system and throughout the devising of the scoring 
system; he became involved in the numerical approach to the scoring system (in other 
words the weightings); he stress-tested the system by devising models and producing 
figures to let them look at it.  He then, as you saw from Dr Raine’s evidence, he was 
involved in collecting all the data sheets and all the scoring sheets  and processing the 
information and plotting the material on the graph and producing final outcome scores 
and in writing the paper?  
A Yes.  
 
Q Two questions.  Firstly, have you had that involvement in a randomised control 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D22/79 

Transcribe UK 
VRS Ltd 

01889 270708 
 

trial of that sort, either in the designing and devising of scoring systems or doing all the 
other functions?  
A  Yes.  
 
Q When have you been involved in devising a scoring system and what sort of 
scoring system was it?  
A Well a variety.  One of the difficulties is that quite a lot of the consulting work I 
did in Liverpool I would not have got any recorded credit for, I would not necessarily 
have led to publications. For example, brain tumours, early onset brain tumours. When 
somebody has got a brain tumour should they be treated by a neurosurgeon or a 
neurologist.  So the start of that was working with David Smith and David Chadwick who 
had collected retrospective data on, I cannot remember the numbers, of the order of some 
hundreds of people with brain tumours and various characteristics of those brain tumours. 
  
 
Q If I understood you correctly, you are saying that is retrospective collection of 
data.  What I am interested in is before you start a trial, which is randomised, you devise a 
scoring system which you are going to have to run with come what may?  
A If you let me finish I will answer your question.  So we used that data to look at 
what predicted survival because it tends to be a bit haphazard what people got.  If they 
went to the GP he might refer them to a neurologist, he might refer them to a 
neurosurgeon.  If you went to a neurologist you are likely to get one set of treatment, if 
you go to a neurosurgeon you get another set of treatment so the purpose of looking at 
that data was precisely to design a score for a randomised control trial.  So we looked at 
that data, looked at the factors which could differentiate between people who had a good 
prognosis, that is they had median survival of the order, I think, of maybe two or three 
years, which to an ordinary person does not sound good but in that context it is good; or a 
median survival of about three months.  So we were dividing people into two groups, a 
group where half of them would die within three months of the diagnosis of their  brain 
tumour and another group, the good group, who you would expect half of them to live for 
at least, say, three years, from memory.  
  
The reason for doing that was in order to have a validated score which would allow one 
when a patient came with a query and it was found to be a brain tumour they could then 
be randomised either to surgery or to I think the expression nowadays would be watchful 
waiting.  You would wait and see how things developed before you went in for surgery 
because clearly brain surgery is highly risky. 
 
As part of the validation of that we collected prospective data on about I think 78 people 
and because of the changes over time you would not necessarily be able to expect to be 
able to predict exactly the same lifetimes.  What we were looking at was the ability to 
again discriminate between a group of people who would tend to die very quickly – in 
other words more than half of them would die within two or three months – and other 
who would live much longer and we showed that that scoring system was very effective 
in that way and the MRC funded the trial based on that scoring system. 
 
Q I am going to suggest to you that is a very different situation.  That is looking at a 
validated scoring system and it is not looking at picking in advance a system which has 
got a degree of arbitrariness in it, it has got a degree of free-hand writing in the design of 
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it dependent upon what clinicians want to investigate.  It is not as simple as do you go to 
a neurologist or do you have neurosurgery.  This was a trial where they were looking at 
nine or ten different parameters? 
A In the brain tumour trial we were looking at more than nine or ten different 
parameters for one thing.  For another thing it might be simpler to establish whether you 
recognise that I am an expert in statistics which includes all aspect of measurement, 
including the development of scales and scores, the theory of measurement, or whether 
you are simply wishing to inform the Panel that you do not regard me as an expert. 
 
Q Professor Hutton, I do recognise your expertise.  I recognise your expertise in 
statistics, your qualifications, the papers that you have published, the work that you have 
undertaken at centres of excellence.  That is not the issue here.  The issue here is that 
there can be people who have got expertise and are very expert in their field but they 
sometimes are asked to comment upon things that are outwith their own personal 
experience because they have never personally done what is in issue here.  It does not 
mean they cannot give a valid opinion but it may go to the weight that can be put on their 
opinion if they have not themselves personally been involved in this type of trial and 
hence my question as to whether you had done what John Alexander has done in this trial 
to the degree of involvement in devising a scoring system with clinicians? 
A I have been involved with discussing scoring systems for neonates, discussing the 
kind of things that affect neonates.  There are some papers with Michael Weindling, for 
example, who is one of the clinicians.  
 
Q That is why I wanted to put it into context and I started my questioning of you by 
saying what did you know about CNEP, what did you know about this particular trial, 
what did you know about what thought and effort went into the devising of the scoring 
system in this particular case and whether you had ever been in that situation going to 
multiple meetings with clinicians saying, “Let us work it out, let us stress test it, let us see 
what we do with it”? 
A Yes, I have been in that situation.  If you are saying was I involved in this 
particular trial… 
 
Q Of course you were not. 
A …no.  I have been in situations which cover – I really cannot think of an aspect of 
this trial that I have not had equivalent experience of.  
 
Q Right.  Assist us.  You have told us about the neurologist, neurosurgeon trial.  
What other ones? 
A Trials of treatments for prem infants. 
 
Q Randomised sequential analysis such as this? 
A I have not been involved – if you wish to take every single thing about this trial, 
then clearly it is unique, I have already said I have not been involved in this trial.  If you 
wanted to discuss the elements of the trial, the sequential nature, I am involved in 
research on the use of sequential designs, I am in contact with that.  My role is sometimes 
consulting and advisory so in terms of the use of sequential designs I have taught the use 
of sequential designs, I have studied the theory behind the use of sequential designs, I 
have worked with people who use sequential designs.  I have worked with people who 
use randomised designs.  If we are talking – in terms of the designs I have worked with 
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and done research on this range of designs, I am familiar with these designs.  I have 
commented on them, been to conferences on them, discussed them.  That is in terms of 
the design, in terms of both the sequential and the randomised nature.   
 
I have certainly commented on the fact that different kinds of randomisation give you 
different degrees of opportunities for bias and blinding and that you need to be pragmatic 
about that.   
 
In terms of scoring systems, I have been involved in and read extensively the discussions 
about scoring systems, particularly quality of life, morbidity type scoring systems, 
contributed to discussion of them.  No, I have not been involved in this particular trial.  
Yes, I have had extensive experience of working with data from neonates and obstetric 
records.  That is, after all, one of the reasons I am internationally renowned as an expert 
witness and I think I have got the experience that is relevant to look at this design and 
comment on it.  Obviously you disagree. 
 
Q I do not as such, but what I say is that sadly you have got a bit of a blind spot in 
respect of this trial and you may be slightly skewed in the way you are looking at it and I 
am not sure whether that is coming out of ignorance of what actually happened here or 
lack of familiarity with this particular type of trial and the role of the statistician? 
A May I clarify, are you saying I am wrong to describe it as an excellent trial 
 
Q No, I am not. 
A So what is the blind spot? 
 
Q A blind spot on the scoring of dead babies and the devising of the scoring system 
in this case? 
A I think that is a question not of a blind spot, it is a question of discussion. 
 
Q Right.  
A Which is something the Panel should be listening to, obviously.  
 
Q Indeed and we will be coming to it in some detail in due course. 
A Can I just clarify on that, I have said that I think the way the scoring system – as I 
said, that is one of the reasons so many of the heads of charge were dropped, of course, 
was my evidence.  I think the scoring system was very sensibly devised for its time.  The 
one thing I suspect is that, given the way it is used, I have to decide whether it was a 
deliberate decision to score after death as being fully healthy, or effectively fully healthy, 
or whether it was not a deliberate decision to do that. 
 
Q Professor Hutton, is this not the problem – and that is why I was offering you the 
out of saying “I have been let down in the information I have been provided with.”  It is 
not for you to decide whether it was a deliberate decision.  That is a question of fact.  Just 
wait for the question.  That is a question of fact.  It is not for you to decide or, indeed, you 
to assume.  It is a question of wanting to ascertain and you may well have asked your 
solicitors – I do not know, you may well have asked when you had this telephone 
conference – what was the rationale behind the scoring system, what were they seeking to 
achieve, what do they say about it and what was the role of the statistician in it, because 
those are all issues of fact and that would have been addressed by the General Medical 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D22/82 

Transcribe UK 
VRS Ltd 

01889 270708 
 

Council going and interviewing John Alexander and taking a witness statement and he 
would have welcomed their call, but also by you yesterday providing Ms Sullivan with 
appropriate questions to ask Dr Joe Raine, who was one of the people involved in 
devising the scoring system and the paediatrics journal which you had read said that there 
were six paediatricians involved in devising the scoring system and here was one of them 
giving evidence and he could have been asked and explained it?  
A There are two points on that.  
 
MS SULLIVAN:  What is the question? 
 
THE WITNESS:  I can think of two comments to make but would you like to phrase a 
question? 
 
MISS O'ROURKE:  The question is this.  You have said it is for me to decide whether 
this was a deliberate devising.  I have suggested to you that is a wrong statement.  It is not 
for you to decide.  It is a question of fact as to what they did and what they decided to do 
and before you as an expert can comment as to whether it is appropriate or not, you need 
to understand what were their aims, what they decided and why? 
A I will stand corrected if the transcript shows that.  I do not think I did say “This is 
what they decided.”  
 
Q No you said, “It is for me to decide.” 
A No. 
 
Q I am saying it is absolutely not for you to decide.  What they decided is a question 
of fact.  It is for you as an expert not to make any factual findings but in fact to comment 
upon if this is what they did, why did they do it, do I think it stands up to statistical 
analysis or is appropriate and do I think they got it right or wrong based on what was their 
rationale? 
A Have you finished interrupting?  The two comments I would like to make were 
that indeed Dr Marsh and I would have welcomed the opportunity to talk to Dr 
Alexander.  My recollection, which might be wrong, is that we were told that because this 
is being operated under the equivalent of criminal law we are not allowed to do that, so 
that is the point about talking to John Alexander.   
 
Q I was not saying you personally talk to him, so that you understand.  He is a 
factual witness, it would not be appropriate; it is not a meeting of experts.  What I am 
saying is you could have said, “I do not understand” and your instructing solicitors could 
have gone and got a statement from him because he is an independent individual factual 
witness and they could have proved him the same way as they proved Joe Raine or, 
indeed, Mrs Henshall. 
A Have you finished?  I would like to continue.  The other point is that one of the 
things I do, one of the areas of expertise I have, one of the things that contributes to my 
reputation is that I look logically at possibilities and that is what I have done.  I have not 
said this is what is decided.   I have said I can think of two scenarios.  Probably if I 
thought about it I could invent a whole lot more but I will just think of two for the 
moment.  I can think of the one scenario which you can doubtless produce fact to that, 
which is that you have a group of dedicated and conscientious paediatricians discussing 
how to evaluate potentially beneficial new treatment while recognising that not all new 
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treatments are beneficial and they try to decide how should we do this, and they think 
carefully through how they want to do it and they come up with ten things that are 
important that are probably commonly assumed amongst paediatricians to be important 
and they say, “Right, these things should be taken into account, we want to try to think of 
some sort of relative importance of these things.”   
 
They sit down and they do what most people do - certainly pretty well everybody I come 
across who is not a statistician or a particularly numerate scientist – they think of those 
things one at a time and then they decide to add them up. 
 
It is entirely possible that that is what happened.  They think of these things one at a time, 
you come to a sensible decision and you say, “Good, we are now going to add these up” 
and leave it at that.  You discuss the weights, you discuss what you are doing, it is all 
very sensible as it stands. 
 
There is another possibility, which is that they then consider the full possible range of 
scores and people – in other words they consider, if you like, the full design space and the 
full interaction possibilities.  That, of course, is possible – it is not very common but it is 
entirely possible and they go on and look at that and say if a baby dies at two days, we 
wish to assign a score which makes that baby healthier, better off than a baby who is still 
alive.  I do not know whether or not that happened.  What I have said is, I think it is likely 
that either they did or they did not consider whether or not they would say that a dead 
baby was better off.  
 
What I then did was say, if I start with the first assumption, if I decide that they looked at 
things univariantly, which is the standard way most people do things, they did a thorough 
job on that, they did a thorough job on everything else, they then went away and they 
then came across an anomaly and thought, “Ah” – that is one possibility that they thought 
we did not expect this to arise.  As Joseph Raine said they assumed that the close 
matching would mean that that was quite unlikely to arise – it is quite unlikely to arise.  
Having arisen – and doubtless the Panel will be given the information – once you 
discover an anomaly like that you have to decide what action to take. 
 
Q Did you read Joe Raine’s evidence?  
A Yes.  
 
Q Because he not only said that they thought it may not be that likely to arise, he 
said they thought it would balance out because the mortality levels were likely to be the 
same on both sides.  He also said that they did anticipate and discuss at length what to do 
about the early mortalities because they knew that there would be one in four, or one in 
five that that was going to happen because of the prematurity they were dealing with?  
A Which is why they used the death and which is why he called these things 
anomalies.  The use of the word anomaly is interesting, is it not?  
 
Q He may use the word anomaly.  John Alexander, if he comes to give evidence, 
will use the word counterintuitive but the position is if you read his evidence and heard 
his evidence you will know that they discussed in advance mortality, how to deal with it, 
got a statistician’s advice on it, looked at it and tested it.  So you do not need to get 
involved in surmise because you have been told.  You have heard the evidence?  
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A I think if it had not been for the questions you put to Dr Stimmler I would not 
have thought of that at all.  I have not seen the transcript of what you said but my 
recollection, and the Panel doubtless has the benefit of the transcript, is that you said  it 
was entirely reasonable to score a dead baby considerably higher than a live baby.  
 
Q We will come to what I said and to how I put it to you in due course.  What I am 
saying, firstly, in response to the answer that you have given and the previous answer you 
have given is this: would it not be much more important to you in your role as an expert 
where it is not for you to guess the facts or to determine the facts to ask questions and 
say, well, what did they do in this situation?  What role did the statistician have?  So that 
I can then give my expert comment on what they should have done, if it was anything 
different, and what I think the statistician should have done, if I think he should have 
done something different?  
A You are talking in counterfactuals which is interesting.  What certainly did happen 
in my discussion with Dr Marsh was that we picked up the fact that John Alexander did 
correct the records.  It was clear that John Alexander had gone through things very 
carefully.  We have no question that he went through things extremely carefully.  We did 
say we would prefer to be able to ask questions and we were told that this being deemed a 
criminal case it is up to the defence to refuse to answer questions.  
 
Q John Alexander is not a defendant in this case.  It is the General Medical Council. 
 He is not a doctor.  
A I appreciate you getting indignant with me for not knowing the rules.  What I am 
saying is that we did say that it would be useful to have that discussion.  
 
Q Let me come back to this, if you say you have been involved in such trials 
working with clinicians.  The first thing as a statistician that you will want to do, because 
you are there to assist the clinicians in their clinical trial and research, is to find out what 
is the aims of their research.  Yes?  
A Sorry, I am smiling at your use of the word “assist”.  The power relationship 
obviously is very interesting as I mentioned finding one is being cited without so much as 
the courtesy of talking to one another.  I occasionally assist and much more often  
I collaborate.  
 
Q Whether it is assist or collaborate, the medical research is being done by the 
clinicians.  You may collaborate with them, you may assist them but the fact of the matter 
is that it is them that is looking for clinical outcomes and clinical information and it is 
them who is going to identify what is the clinical information that they are particularly 
interested in having and how best to assimilate it and, indeed, to assess it?  
A In actual fact one of the nicest compliments that was ever paid to me at Liverpool, 
myself and to Dr Deborah Ashby, arose from the fact that at the beginning of a 
consultation as a statistician you have to try to ascertain what the person really wants to 
know and very often they actually do not know what they want to know.  The compliment 
was: the thing I like about you and Deborah is a lot of us can turn up with a vague muddle 
of ideas and you can turn it into an intelligent clinical question. So, yes, I collaborate with 
them.  It is collaborative.  It is not necessarily the case very often that the clinicians know 
what they want to do.  In this case I am pretty sure the clinicians did want to know but not 
in general.  
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Q I am not concerned about any other case than this one.  I am concerned that if you 
are going to give expert evidence or purport to give evidence expert evidence in respect 
of this one that you should focus on that and in particular what these clinicians wanted to 
know because it is our case that you have misunderstood what these clinicians wanted to 
know and, therefore, the purpose of their scoring system.  
A My understanding is these clinicians wanted to know what was stated in the 
protocol.  Is that correct? 
  
Q Well, no, not quite.  It is part of it but you have interpreted it narrowly.  Let me go 
back to the general question: what would be the first question, whether you want to call it 
collaboration or assistance, the first question that the statistician will say is it is not for the 
statistician to set out the clinical parameters.  Agreed?  
A No, I do not agree.  Sorry, I have far too much experience of collaborative 
medical research to agree with that statement.   
 
Q We are not talking about you, Professor Hutton, with your international  
world-wide experience.  We are talking about where clinicians, some of whom have 
international world-wide experience, are wanting, in their words it will be assistance from 
a statistician, they are clear as to their aims and they will want the statistician to assist 
them.  They are going to deal with the clinical aspects.  The statistician is going to help 
with them on the mathematical and statistical aspects.  So it is not you in there. It is 
somebody who is a statistician.  What I am going to suggest to you is that the clinical 
parameters, the questions as to whether they want to know about whether a pneumothorax 
was developed, whether there was necrotizing enterocolitis, whether intermittent positive 
pressure ventilation was for four days, eight days or twelve days, these are questions for 
the clinician?  
A I am slightly puzzled as to why you take such a negative stance.   As I say, I have 
said repeatedly, and you seem to wish me to carry on repeating it, I can say it ten times an 
hour if you wish, I think the study was an excellent study, that the score was very well 
designed and that as far as I can see the conduct was excellent and that there was an 
unfortunate question about the probity of scoring morbidity after death.  As I have said, 
and I repeat, I think the study was excellent and I think the level of collaboration was 
excellent.  I would be grateful if you would accept that I regard it as excellent.  
 
Q I understand that but we take serious issue with two things you have just said in 
the last sentence.  One is the use of the word probity and, two, your reference to scoring 
morbidity in respect of death.  It is why I am trying to take you to what you have to look 
at in devising a scoring system, what the clinicians think and what they are after.  We say 
that is where you have made a fundamental mistake in this case in terms of your over 
emphasis on mortality when that was not the purpose of the study?  
A I would say that in terms of my professional knowledge and expertise, which I am 
required to recognise, that I am far too familiar with the ethics of medical research to 
think that it is up to clinicians to make a unilateral decision about the relative importance 
of mortality and morbidity.  
 
Q Mortality was being separately monitored in this case and you presumably, if you 
read the Paediatrics paper, would have appreciated that?  
A May I clarify something about that?  
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Q Yes.  
A The Paediatrics paper reports mortality.  It is not clear from anything I have read 
whether mortality was actually being separately monitored.  
 
Q You did not read Joe Raines’s thesis then?  
A I stated to you that I did not read Joe Raines’s thesis. 
 
Q If you had read Joe Raines’s thesis you would have been aware that mortality was 
being separately monitored but you heard his evidence yesterday because I asked him that 
specific question?  
A Separately monitored in what way, out of interest? 
  
Q Each case was being recorded and each case was being looked at in the context of 
the cause of death and the circumstances before death and it was also being looked at by 
the statistician.  
A Yes.  
 
Q So mortality was being looked at separately but the key to the study was 
morbidity in relation to complications of invasive treatment for neonates?  
A There were ten items that were being mentioned, correct.  
 
Q It is just that you used the phrase earlier this afternoon of mortality was the worst 
kind of morbidity?  
A That is the point at which I am saying that it is my view as a statistician, as an 
expert not only in statistics but ethics and statistics, that there are certain landmark 
declarations, for example, it is about 1900 in Germany, the Nuremberg, the Helsinki 
which make it clear that decisions about risks and about scoring are not an entirely 
private matter.  
 
Q Yes, but you are missing the point here.  You have said mortality is the worst kind 
of morbidity.  Yes, to a lay person it may well be in terms of, well, yes, if you die then 
that is worse than living with handicaps or difficulties, neurological deficiencies, etcetera, 
but the question is when these clinicians use the word morbidity and when they are 
looking it in the context of the aims of their study what are they looking to assess?  They 
are not looking to assess whether a premature baby lives or dies because they know that 
one in four, or one in five are going to not make it.  What they are looking at in this study 
is the complications of chronic lung disease.  
A They are looking at not only the mortality, as you said that was separately 
monitored, they were looking at it but also various respiratory and other outcomes like 
retinopathy of premature necrotizing enterocolitis.  They are looking at a variety of 
things.  
 
Q They are comparing two modalities of treatment, one of which is invasive and one 
of which is non-invasive and they are wanting to find if the complications for the invasive 
treatment can be lessened, reduced or avoided by adopting a different modality of 
treatment.  So they are deliberately choosing their parameters, their questions and their 
scoring to examine that rather than the question of mortality?  
A They are including mortality and I would stick by the statement I have made that 
if you wish to decide as a clinician that somebody is better off dead than alive that is a 
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decision you can probably make privately.  I do not agree that is a decision that you can 
impose on other people.  
 
Q That is not the decision they were making, Professor Hutton, and it is your 
blindness and failure to go beyond that and to look at what is the--- 
A Could you explain to me why giving a score of 35 to a dead baby is not saying 
that you are better off dead than alive?  
 
MISS SULLIVAN:   We will come to that tomorrow because I am going to take you 
through your comments on scoring systems and I am going to take you through the 
questions and how you say you have done a better scoring system.  Sir, I think that may 
be an appropriate moment because I am going to get into the depths of scoring systems 
tomorrow and I would like my statistician to have a look at what this witness has already 
said and, indeed, to get some advice on the appropriateness of some of my questions 
which I have prepared.  
 
THE CHAIRMAN:  Thank you very much indeed.  Professor Hutton, we will look 
forward seeing you back here tomorrow afternoon really as soon as you can get here. 
Thank you very much.  So the hearing is now adjourned until tomorrow afternoon. We 
will resume as soon as Professor Hutton can be here.  Professor Hutton, the caution I gave 
you at lunchtime about not discussing the case with anyone applies while you are away 
from here  
 
THE WITNESS:  I have plenty of other things to be thinking about.  Do not worry.  
 
THE CHAIRMAN:  I am sure you have. 
 

(The Panel adjourned until 2.30 p.m. Thursday, 12 June 2008) 
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THE CHAIRMAN:  Good afternoon, everybody.  We continue with the case of Drs 
Spencer, Southall and Samuels. 
 

JANE LOUISA HUTTON, recalled 
Cross-examined by MISS O’ROURKE (continued) 

 
Q Professor Hutton, before I ask you some further questions, I want to give you the 
opportunity or the advantage of understanding what it is that happened in the process of 
devising the scoring system, so I want to read you some words that are written by  
Dr Southall, and should it come to him giving evidence in this case, which obviously 
would be after you, it would be what he tells the Panel, so that you understand what it 
was that they were concerned about.  Okay?  (No verbal reply)  The first thing that he 
would say is that he and Dr Samuels were very concerned about intensive care paediatric 
processes and in particular about the suffering that children were undergoing if they were 
ventilated and had intermittent positive pressure ventilation for a period of time.  I am not 
sure if you know of it or saw it, but in fact they published in the BMJ in November 1989 
on the subject.  Are you aware of that? 
A No. 
 
Q They described their management of 60 such infants in paediatric intensive care, 
where they used CNEP as a rescue therapy, and 47 of those children had chronic lung 
disease of prematurity, also called BPD.  I am sure you are familiar with the term; it has 
been used in the paper.  They expressed in that article their concern about how many 
weeks or months of invasive and painful procedures those children were undergoing, only 
for them thereafter for them to succumb slowly and painfully to BPD.  Do you 
understand? 
A Mm-hm. 
 
Q So when they came to consider the CNEP trial, what they were concerned about 
was the experience that they had had of the complications and the suffering for children 
who had been intubated for a long period of time and who had carried the risks of 
intubation, and the reason I am telling you that is to say that what they were looking at 
when they designed this trial and when they devised a scoring system was exploring 
further the complications of chronic lung disease and in particular the complications of an 
invasive treatment – yes? 
A Mm-hm. 
 
Q It is the point that I put to you yesterday, that in devising a scoring system surely 
one of the fundamental points is, what do the clinicians want to get out of their research? 
In other words, what is the objective of their study, what factors are they looking at as 
being significant to them in terms of the research that they are undertaking? 
A It is one of the factors. 
 
Q For them as clinicians, that is the factor.  They say, “This is our study.  We are 
concerned and we have published on the complications of ventilating young babies for 
such a period of time, and we want now to research this and we want our research to look 
at what those complications are and what can be done to lessen them? 
A I may have missed you.  Are you making a specific or generic point? 
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Q What I am saying to you is both.  The generic point will be that clinicians will 
say, “These are the outcomes that we are looking at.  Our research is driven towards 
looking at the complications of a particular problem and therefore we will design our 
study to reflect that”, and specifically in this case it was the complications of long-term 
ventilation, and therefore when looking at outcomes scores they were looking to weight 
the factors that they were particularly interested in, which were the complications of 
chronic lung disease? 
A Right.  I mean with generic work in clinical trials, of course, the clinicians’ aims 
are not sufficient to make a trial ethical.  I mean that is the whole point of the Nuremburg 
Declaration. 
 
Q Can I just deal with this, because we obviously looked again at what you said in 
the trial overnight?  Our understanding is that you were called as an expert in this case to 
deal with statistical matters rather than ethical matters.  We are going to hear from a 
purported ethical expert next.  I am addressing you in your role as a statistician and --- 
A Sorry, I am speaking in my role as a statistician.  If you would like me to produce 
my codes of conduct, I can do that. 
 
Q I am not asking you that. I am asking --- 
A But, as a statistician, I am required by my codes of conduct to comment if I think 
that ignoring my judgement might give rise to ethical issues.  That is actually part of our 
code of being a professional statistician. 
 
Q Okay, I understand that. 
A So I regard it as part of my statistical evidence to comment on ethics. 
 
Q Please forgive me if the questions that I address to you are in your role as an 
expert statistician.  You asked me yesterday about recognising your expertise.  I 
recognise your expertise as a statistician.  I do not go beyond that, and the questions that I 
will be putting to you are in the context of someone who may be involved in a trial and 
devising a scoring system as a statistician, assisting, which is my preferred word – 
“collaborating” is your word – with clinicians to achieve the aims of the clinicians in 
terms of their study.  Okay? 
A A statistician is not professionally allowed merely to assist to achieve aims.  They 
are required to consider the validity of those aims and the validity of the scoring system 
relating to those aims. 
 
Q Let me come to what Dr Southall will say about the scoring system so that you 
understand the context before I then put specific questions to you.  Dr Southall will say 
the following: the elements of the score and the weightings were decided principally by 
him and Dr Samuels but, after they had consulted with a number of clinical colleagues, 
including the consultant neonatologists at Queen Charlotte's Hospital, and an independent 
expert neonatologist from a tertiary neonatal unit in Brighton, once they had done that, 
they then got John Alexander, the statistician, to calculate examples to illustrate some of 
the possible outcomes and the rankings that would result.  John Alexander then presented 
those to Drs Southall and Samuels and the other colleagues at a meeting at the Brompton 
Hospital, and the consensus that they reached was that although no single, composite 
score could ever represent the multifactorial nature of patient outcomes, the score that 
they devised would be adequate for the purpose for which it was intended, namely to 
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enable ethical early stopping decisions to be reached for the trial? 
A Yes. 
 
Q I think you agreed that if you are looking at the score as a management device or 
tool for the purpose of early stopping of the trial, you think that it is adequate or was 
adequate? 
A It is adequate.  It is not advisable in its present form. 
 
Q We will come to that in a minute.  What Dr Southall, Dr Samuels and others 
recognised – and I am presuming you would not disagree with this – is that the babies in 
this study belonged to a very high risk group for death and disability because of extreme 
prematurity?  (No verbal reply)  You need to say “yes” rather than nod, Professor Hutton, 
because the shorthand writer cannot record a nod. 
A Yes. 
 
Q What was also anticipated was that CNEP would not produce a dramatic impact 
on mortality? 
A Yes. 
 
Q In other words, it was not going to make a big change in living or dying, whereas 
it may make a big change within the complications of lung disease? 
A Yes. 
 
Q Indeed, ultimately the results appear to show that it did not make a dramatic 
difference in death but it may have made some difference in complications, so therefore 
what they anticipated, as indeed happened, was that the mortality in the controlled group, 
the CNEP group, was probably likely to be within normal national expectations? 
A Yes. 
 
Q Therefore, that what they were looking at it in terms of a score was something that 
was going to facilitate the sequential study design and the time at which to call a halt? 
A Yes, right. 
 
Q That the purpose therefore of using the score was, first, the safety efficacy criteria 
in terms of stopping the trial? 
A Yes. 
 
Q In that sense, they recognised the importance of mortality in CNEP because, in 
fact, on that graph and diagram they give an earlier or heavier weighting to stopping the 
trial through deaths from CNEP rather than the other way round? 
A Yes. 
 
Q That indicated that they were concerned, and would in fact be watching for, that if 
there were CNEP mortalities, then it is time to stop? 
A Yes. 
 
Q That is a good thing? 
A Yes. 
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Q What they were doing, therefore, was limiting the role that was played by the 
score.  It was really a management device and a tool? 
A Yes, they were using it as a stopping role. 
 
Q What I am going to suggest to you happened is that they had John Alexander as a 
statistician review the weightings, and he did what they call and he calls stress testing the 
scale, in other words he undertook a sensitivity analysis and he provided the clinical 
members of the team with a number of extreme examples of possible paired outcomes, 
they as clinicians then reviewed those and confirmed whether the weightings broadly 
related to their desired rankings in those cases, in other words how they would rank them 
in terms of the outcome of the study? 
A So the cases that John Alexander chose they agreed with?  Is that right? 
 
Q No.  He gave them a number of different examples, these were extreme examples 
of outcomes, and said “This would be what would happen within the pair if you take your 
weighting the way you do”.  They then all sat down at a meeting as clinicians with the 
statistician and reviewed them and said, “Well, yes, we understand that you are going to 
get…” and their preferred words, rather than “anomaly”, is “…counter-intuitive 
outcomes”, but overall that is better than any other possibility which you put to them”? 
A Yes, so you are saying that neither he nor they could think of a better score. 
 
Q Right, and I am going to put to you in a few moments, because he has been asked 
overnight about some of what you said and he has given us examples of other thoughts 
that he had and, in fairness, I ought to put them to you as to what other way he looked at 
doing it and what the drawbacks were to each of the other ways, so the position is that 
they went through…  I think your comment yesterday in evidence was that you surmised 
that they had one of those “oh no” moments and that they suddenly said, “We should be 
kicking ourselves because we have been so stupid, and look how it has come out”.  That 
is not in fact the case.  There was never an “oh no” moment, because they prepared 
beforehand, talked about different ways of approaching it, looked at examples, and indeed 
extreme examples, and decided that there was no perfect way of doing it but that this was 
the one that best met the outcomes that they were looking at in terms of complications of 
chronic lung disease.  Do you understand the process? 
A Yes.  Thank you for that description. 
 
Q Therefore, I think when you said yesterday that you were looking at two 
alternatives, saying to the Panel what has happened, it is not the “oh no” moment, so 
therefore I think it would fall into what you say then, that it is a question of what the 
scoring system was intended to do? 
A Yes. 
 
Q Now the principal point that we would make to you is this: the scoring system was 
intended to be a means of early stopping of the trial? 
A Yes. 
 
Q It was not intended to be something where you analysed the data between the 
pairs as pairs and started calculating proportions.  They were looking at the group overall. 
 Yes, there was a ranking between pairs but --- 
A The whole point of the design is that you compare the pairs. 
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Q Yes, for the purposes of the management tool and the management device of 
stopping, hitting where you get to on the Armitage graph or stopping the trial… 
A You compare the pairs. 
 
Q …you compare the pairs, but in terms of the study overall, it was comparing the 
totality of the outcomes for the group? 
A Yes. 
 
Q There being two groups, and you see that from the Paediatrics paper where they 
compared the two? 
A Yes. 
 
Q Where the comment on individual clinical outcomes – yes?  (No verbal reply)  It 
was therefore an arithmetic device to continually assess the evidence of all the negative 
outcomes across all the variables, across all the groups as they went along? 
A Yes. 
 
Q I do not know if you had fully appreciated this, so let me, in fairness to you, put 
this as well as to how they were calculating the score.  The maximum score, you probably 
will have worked out – you may not have, because you may not have seen all the 
examples – was 184.5? 
A Yes. 
 
Q That was compatible with a good clinical course? 
A Yes. 
 
Q What that score did was to recognise that survival with a bad clinical course, in 
other words because you scored zero for things like the longer you were on ventilation 
and the longer you had oxygen and the higher the pressure you had et cetera, or any 
complications, that you could in fact on the scale die having had a good clinical course at, 
say, 55 days, and you could then score better than somebody who had lived with a bad 
clinical course? 
A Yes. 
 
Q But in circumstances where they were judging complications of chronic lung 
disease and therefore looking to test what are the complications, that is not necessarily 
wrong in terms of giving them information as clinicians.  It is not a question of saying 
that one or other is better, because you are not using this score to say that somebody is 
better, or you are not using it as an outcome as in, “Have you lived or died?”  You are 
using it as a treatment outcome, comparing modalities of treatment, comparing therefore 
complications of treatment? 
A So you are saying that the higher the score the better, is the idea? 
 
Q It was the idea in terms of the score was…  I think the word that I have been given 
and been told is that it was an inverse score, that what was happening was not that you 
were adding up your score but that you started with a maximum of 184.5 and in fact you 
were negativing from it, because all the bad outcomes, if you look at the questions, get 
zero? 
A Yes.  So, in other words, yes, the top is good.  So you are saying that they are 
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entirely happy with the score, that, to use Charles Foster’s trolley example, gives staff an 
incentive to crash a trolley into a healthier baby? 
 
Q No, it does not. 
A It does, on the numbers. 
 
Q It does not, because let me give you this: if you in fact do what you do and you 
say that you score all the babies with zero once they are dead, then you are scoring them 
with the worst outcome because there are ten factors that were being scored in the system, 
were there not? 
A Yes. 
 
Q Death was one? 
A Yes. 
 
Q The other nine were complications? 
A Yes. 
 
Q So that in itself suggests, if the ten elements make up the score, that it was very 
heavily weighted in terms of complications rather than mortality – nine to one? 
A I am pretty familiar with quality of life work.  As I stated --- 
 
Q It is not a quality of life score. 
A As I have stated, giving a score which decides that there are a lot of things worse 
than death is information which I as a statistician, if I had been involved, would have 
required to be given to the parents and the Ethics Committee.  I know we disagree on this 
but I am just stating that that is my view. 
 
Q I think we are parting company for this reason, Professor Hutton: you seem to 
think this is a quality of life score and it is not? 
A It does not matter if it is quality or life score or not. It is a score in which the 
statement has been a larger score will be taken as meaning a better outcome.  
 
Q It does not.  It does not because it is not an outcome score.  It is---  
A  I am sorry, if it is not being saying it is a better – if a larger score is not regarded 
as a better outcome then you should not have a move up towards the upper crossing 
boundary.  
 
Q Let me finish off explaining it to you.  The position is that this is not an outcome, 
and certainly not as a lay person sees it, an outcome being life or death.  This is an 
outcome of an invasive form of treatment compared to a non-invasive form of treatment.  
It is not quality of life score because it is not aimed to be that.  It is a management device 
that will bring an early end to the trial, which you have accepted. What they are 
specifically considering (and it is why the questions are weighted that way, 9-1) are what 
are the horrible things that can happen if you have IPPV?  
A Can you remind me what the meaning of the lower and upper stopping boundaries 
is, please?   
  
Q In what sense?  
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A If the management score pushes the trajectory above the upper boundary, what is 
the conclusion it is supposed to represent?  
 
Q Well the conclusion that is supposed to represent is that the trial should be 
stopped?  
A Why?   
  
Q Because that is the device they agreed beforehand to--- 
A No.  Sorry, there are 3 different boundaries---  
 
Q Yes.  Well, there is CNEP – CNEP is worse in terms of mortality or morbidity 
and, therefore, they should stop the trial?  
A  For the lower boundary one in reverse of the upper boundary? 
 
Q Indeed? 
A So crossing the upper boundary is equivalent to a decision that CNEP is 
preferable to whatever the control was?  That is correct, is it? 
 
Q Yes. It appears to be leading to better outcomes?  
A  Better outcomes as defined by this scale.  
 
Q As to complications in respect of chronic lung disease because that is what the test 
is about?  
A  Yes.  Good.  
 
Q It is about chronic lung disease, it is not about death?  
A  Yes.  So it is saying this is a better outcome.  
 
Q Yes.  A better outcome in terms of the complications of chronic lung disease, in 
other words this child did not have those complications.  You see what is happening is 
you are confusing the word “outcome” with – you seem to have a blind spot--- 
A  No.  I am--- 
 
Q --because somebody dies that is a bad outcome?  
A --agreeing with you that what you are saying is that this is your definition of a 
“better outcome” and that you are stating this score regards death as a better outcome---  
 
Q No---  
A --in some circumstances--- 
  
Q That is what you are going into emotive language.  It is a better outcome from the 
treatment while you were being treated?  
A It is a better outcome for the treatment while you are--- 
  
Q From the treatment while you are being treated?  
A From the treatment while you are being treated.  So you would be quite happy to  
– if I say I can therefore explain to somebody whose child has been in this that this score 
was intended to define “better outcomes”. 
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Q Scores are not for parents.  It is not a clinical device.  It is not part of the clinical 
management of the child.  This is statistical information and a management device to stop 
the trial and to be used across the group by clinicians when assessing the data collected?  
A I am not indeed – I am not particularly interested in whether or not it is for 
parents.  I am interested in saying, you are saying that this is a statement that a certain set 
of outcomes, configuration of outcomes, is indicative of better treatment outcome for 
CNEP than for control treatment.  
 
Q Better treatment outcome in the context of chronic lung disease; that is where you 
are missing it out?  
A I am sorry, I had missed the point at which the authors – sorry, the authors of the 
paper or the responsibility of studies abandoned their very careful ten outcomes and 
restricted themselves to one.  My understanding is that those nine outcomes are not 
simply chronic lung disease.  Is that correct? 
  
Q Most of them are, some of them are not because, of course, they deal with 
necrotising entercolitis.  The point is---  
A In terms of general, we are talking about a number of outcomes some of which are 
respiratory? 
  
Q Yes.  The point – most of which are respiratory and the study is looking at 
complications of chronic lung disease and so, therefore, when you talk about “better” and 
“worse outcomes”, of course you are right if you are talking as a lay person who is 
looking at “outcome” means alive or dead, it is better to be alive than to be dead.  But 
they are looking at outcomes from the different modalities for treatment and if there are 
children who are going to die equally on both sides of the trial as a result of the 
complications of prematurity, then that is not what the study is aimed at dealing with, it 
cannot eliminate those--- 
A Can I--- 
 
Q Let me finish.  The study is, therefore, looking at saying “on these parameters and 
on these questions how were they doing, better or worse in terms of the complications of 
chronic lung disease on this form of treatment”?  
A  You are saying it is a purely clinical decision--- 
  
Q Yes?  
A --to make the decision that somebody is better off or worse than somebody else in 
these – on this scale, you are saying that on this scale with these ten outcomes with these 
weights it is a purely clinical decision to say “we have decided that in this case we will 
score a dead baby as being better off than a live baby”, that is a purely clinical decision.  
 
Q You are not getting the point and I will have to come to it in more detail sadly.  
The point is this: you keep talking about “outcomes” but you cannot talk about outcomes 
unless you are talking about outcomes in the context of chronic lung disease because that 
is what this trial is about and that is what the questions are skewed towards.  It is not right 
to start judging those who died in that context, particularly if they do not die from the 
complications of chronic lung disease but from complications of extreme prematurity.  If 
you have can conceive of the possibility, even if you do not agree with doing it that way, 
that what they are judging is the complications of chronic lung disease and, therefore, 
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they are looking at better and worse outcomes in that context.  So alive or dead is not the 
issue.  What is the issue is what complications do you or did you suffer?  
A May I ask two points of clarification?  One is: are you saying that this is… I might 
have to put this into context for the Panel to explain what I am saying.  Are you saying 
that it is legitimate to give a treatment outcome score in this particular study, for this and 
only this study, which produces a result which means that it is possible with this score, 
scored in the way which you have described, to decide that you will – the clinicians will 
define it to be a better outcome that an infant is dead than worse.  Is that peculiar to this 
study? 
 
Q Well, no--- 
A  To put it in context--- 
  
Q Professor Hutton, it is the same problem again: you were not understanding the 
purpose of the study.  Firstly, the treatment provided was respiratory treatment only.  The 
difference between the two treatments related only to respiratory treatment.  There is no 
difference in how their hypocalcaemia may have been treated, there is no difference to 
how renal problems may have been treated, there is no difference to how any of their 
other complications would have been treated, what drugs they were given or anything 
else they had.  So what you are doing in this study is testing only respiratory treatments 
and, therefore---  
A    In terms of the respiratory treatment--- 
  
MISS O’ROURKE: You are judging those---  
 
MS SULLIVAN: Can she finish? 
  
MISS O’ROURKE: I have not finished my question.  She had interrupted me.   
(To the witness) In terms of judging those, what you are doing is setting your parameters 
and focussing your questions to decide what are the good and bad points of the 
respiratory treatment?  
A So we have got a treatment outcome score in which we can be at a point where we 
have a pair of children, we may have several pairs of children like this.  We have got a 
score in which we have a pair of children.  One of these children is actually slightly 
healthier than the other child for the first four days of their life. That child then dies.  The 
slightly less healthy child lives, but the score goes in favour of the dead child.  Right.   
 
Now if I can continue my example. We clearly have a difference in view here.  I think 
most of you will remember the case of Sir Roy Meadows.  My problem with what has 
been discussed at the moment is that it is equivalent to saying that what was wrong with 
Sir Roy Meadows (one of his mistakes) was to multiply two probabilities, which referred 
to sudden infant death syndrome.  There is not the problem.  The problem is the generic 
problem that it is incorrect to treat probabilities as independent if they are not 
independent.  That statement is true whatever the application area, be it engineering, law, 
medicine, economics. I recognise that I am going to disagree with Miss O’Rourke on this. 
  
My understanding of this is that we have a score in which you can have instances where 
you have decided that given a pair of children, one of whom is alive and one of whom is 
dead, the medical profession or six people plus a statistician have made a decision that 
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they can decide, as an outcome for this particular treatment, they and they alone are 
allowed to decide, without informing the parents, that the child is better off dead.  As  
I said, this score— 
  
Q That is wrong, Professor Hutton?  
A I am sorry.  If you agree that passing that boundary says that CNEP is a better 
treatment than control, you are saying CNEP is a better treatment than control---  
 
Q But, Professor Hutton, excuse---?  
A --although it might kill more babies.  You are also saying with this score (and  
I can give you a detailed worked example) you have created a situation.  Now you are 
telling me, I have not heard directly--- 
  
Q I am not and that is why I wish to---  
A Could you please let me finish?  You are telling me (not the doctors) that they 
have deliberately created a score in which if anybody looking after a pair of babies who 
were in this pair of babies, baby X had not needed IPPV at all for the first four days, had 
a lowest possible PIP and pretty much so on, basically is healthier than the other baby 
who has needed IPPV, who has needed say quite high pressure –  well say pressure of 
about the next store.  You can run that through so you have got these two babies where at 
day four the evidence that you have is that baby A is healthier than baby B.  If your aim 
with these two treatments is to say “the treatment outcome score is designed to show the 
minimum number of complications and we have deemed that to be a good thing”, you are 
actually in the position of Charles Foster’s trolley example.  If you kill that baby at that 
point they would die from non-respiratory cause of death and by this treatment outcome 
score they would have far fewer complications  than the relatively healthy infant who 
could survive and possibly lead a normal life.  That is my concern with this score.   
 
Q My concern, Professor Hutton, with you and your emotive language is this: you 
have repeatedly said that we are saying and these clinicians are saying that the child is 
better off dead.  Can I make it abundantly clear that nobody has ever said that, it is you 
that has used that language.  A child is not better off dead, that would be a nonsense.  Of 
course we all accept and recognise the quality and importance of life. 
 
What in fact is being said by those scores is that child, while alive, was doing better on its 
treatment than the other one in its pair, even though the other one in its pair has lived. 
That is what the score is talking about.  It is talking about while it was alive on that 
particular treatment, that child was doing better than its comparator?  
A          But it is not really doing that because it uses scores beyond that. And may I  
make--- 
 
Q Well--- 
A May I make the point that relates to a point I made about Sir Roy Meadow?  I am 
not of the view that it is simply up to clinicians to decide how to interpret a score and that 
they can work on the assumption that they can do this entirely in secrecy.  It may not be 
the initial intention to say a child is better off dead.  The logical implication of this 
scoring system, the logical implication of this scoring system is that there are a variety of 
circumstances in which it has been defined that the child who is dead has a better score 
than a child who is alive.   
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Q Professor Hutton, can I please ask you, for the last time I hope, to stop saying “the 
child is better off dead” because no-one has ever said that?  
A  Sorry.  What I--- 
 
Q Please let me finish.  No-one has said that, no paper has said that and you have 
had it made clear to you now, on a number of occasions – and I am not sure why you do 
not accept it; are you saying that these doctors are telling lies or the statistician would tell 
a lie? – that the aim of this study and the scores that they were scoring was not looking at 
the outcome as in “you are now dead but you have got a high score”,  It is looking at 
“while you were alive, how were you doing on a particular treatment?”  It is not saying 
that your score is for after you are dead, your score is for while you were alive how were 
you doing on the treatment and what did you need? You have the maximum score and 
what gets taken away from it?  
A I would like to repeat what I stated.  What I stated was that this score, in the 
definition that is given this score has a logical implication, so whether or not you like 
logical implications it is a logical implication in the same way that what Professor Sir 
Roy Meadow did was supposed to obey the rules of logic.  The logical implication of this 
score is that it has a category of pairs in which the dead child is logically defined by this 
score as doing better than the live child.  That is the logical implication of this score. 
 
Q Better on the treatment while it was alive, because that is what this was testing.  It 
is testing the complications of lung disease.  It is not testing life or death because in those 
circumstances they always knew one in four or one in five were going to die of the 
complications of prematurity and it was highly unlikely that was going to be changed, and 
it is why I took you through what they said and what they recognised.  What they were 
looking at doing was examining, while you are alive and being treated, are you doing 
better on one treatment modality or the other because our interest is chronic lung disease. 
 That is a valid thing for them to test? 
A It is a valid thing for them to test.  It is nevertheless also the case that this score – I 
am not saying intentionally or unintentionally – this score logically implies that to 
achieve a high score, if I take, which I probably should not do, if I take Charles Foster’s 
example about the trolley seriously, this score logically implies that in that case killing 
the baby, running a trolley into the baby, would achieve the result that the baby was better 
off while alive and is now dead but because they were better off while they were alive the 
way in which they died is irrelevant.  I really find it very difficult to believe--- 
 
Q It is not being said that--- 
A I really find it very difficult to believe that it is sensible to withhold from parents 
and the general public the logical implication of the score that a healthier child, there is 
an incentive for a healthier child to die early.  That is a logical implication of the score. 
 
Q Professor Hutton, you have got to take the ethicist out of it and deal with it as a 
statistician.  I am sorry, we do not agree with you because this is not giving information 
to parents about the clinical outcome, it is not stating anything about what is happening to 
your child, it is trying to gain scientific data and information about the difference between 
two modalities of treatment.  Let me put the following propositions because we have got 
some experts who have been looking at what you are saying and you may not be 
surprised to hear they take a rather different view. 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D23/12 

Transcribe UK 
VRS Ltd 

01889 270708 
 

A May I clarify? 
 
Q Yes. 
A You asked me to reply as a statistician, so do I have your permission to read 
something from my code of conduct? 
 
THE CHAIRMAN:  You have referred to that Professor Hutton, but it seems to me there 
are two dimensions to the debate which you and Miss O’Rourke are having at the 
moment.  The first is whether this scoring system as it stands – and I hope I have got this 
right – whether the scoring system which was introduced in this is statistically valid.  In 
other words, was it a system which achieved what it was intended to achieve as a scoring 
system – that is one dimension.  The second dimension is whether there are ethical issues 
involved in that scoring system, but those are the two dimensions, are they not, Miss 
O’Rourke? 
 
MISS O’ROURKE:  Sir, I was not going anywhere near the ethical issues.  I am 
disappointed this expert, who we were told was being called as a statistician has chosen to 
go over that ground and to repeatedly cite her code of conduct.  I would feel much 
happier if she restricted herself to the matters that were in her report and the matters she 
was called about, which was to attempt to give statistical expertise rather than to frankly, 
as I see it, give us all a sermon. 
 
MS SULLIVAN:  She is not giving us a sermon and that is emotive language if ever I 
heard it.  As a statistician, sir, she must be entitled to give the evidence that she thinks is 
appropriate and accords with her code of conduct.  If that involves her consideration of 
other issues in assessing the validity of the scoring system – because I think she is saying 
they are intertwined – I think she should be entitled to explain what her position is so that 
we all fully understand it. 
 
MR FORDE:  Sir, can I make a suggestion – not my battleground.  I, for one, I think 
before Professor Hutton reads into the transcript her code of conduct, would welcome an 
opportunity to read the code in its entirety) I do not know whether that would mean a 
five-minute break) just so that I could have some idea of context.  It may not be anything 
I will want to cross-examine on but I am just slightly anxious about a selective reading.  I 
am not suggesting in any way this witness would seek to mislead, but it is possibly a 
lawyer’s abundance of caution and I just want to be able to place it into context if I could. 
 
THE CHAIRMAN:  Miss O’Rourke, have you seen this code of conduct? 
 
MISS O’ROURKE:  No, and I have got two statistician experts and I might even want to 
ask them what they say. 
 
THE CHAIRMAN:  So you would like the opportunity to look at it as well.  Certainly we 
can take some time to do that.  We seem to be running the risk of getting into a confused 
situation because if there is an intertwining of the issues, as Ms Sullivan suggested that 
there might be – obviously it is a matter for you to explore the issues as you wish.  Do 
you accept the two dimensions as I identified them then?  On the one hand, is the scoring 
system statistically valid in the sense that it achieves the outcomes which it was designed 
to achieve?  That is one dimension. 
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MISS O’ROURKE:  Absolutely. 
 
THE CHAIRMAN:  That certainly is something which Professor Hutton can comment on 
as a discrete issue.  If you wish to pursue with her, having read the rules of conduct, any 
ethical dimensions which might apply to her understanding of this, then of course you can 
raise that with her.   
 
It would be quite helpful, if possible, Professor Hutton, if when you are answering the 
questions – you understand what Miss O’Rourke is saying; she is actually interested 
primarily in the statistical significance of the scoring system and to deal with that as best 
you can. 
 
MISS O’ROURKE:  Sir, can I make it more clear?  It is the reason that both Mr Forde 
and I jumped to our feet yesterday when we heard mention of things like suicide, sin and 
euthanasia and various other moral things.  We face charges that say the scoring system is 
inappropriate.  I had understood “inappropriate” to mean in the scientific context; I had 
not understood “inappropriate” to mean in the ethical context.  I had not understood that 
this clinician faced any charge that it was potentially serious professional misconduct 
because he devised some sort of system that was ethically and morally – she has used 
those words as well – wrong and that involved telling parents or not telling parents or 
keeping information hidden from them.  If that was part of what was being said, (1) I 
would have expected to see it in a report from her before the start of these proceedings, 
and (2) I would have expected Ms Sullivan to open it in opening. 
 
I do understand that the next witness, Dr Nicholson, may stray into that sort of ground 
and hence you have got in your folders the Nuremburg Code and various other points.  I 
am well able to deal with those points with him because he puts himself forward as being 
an ethicist and I can attack him on that basis and, indeed, put to him his various writings 
and other things that he said.  I was not anticipating that that is what I was dealing with 
with this particular expert; I thought I was dealing with somebody who was going to talk 
about statistical analysis.  I would be very happy to confine myself to questions on the 
score if she would then refrain from using emotive language like “better off dead than 
alive”, “that’s not morally right” and “you should be telling parents and you should not be 
keeping it hidden”.   
 
I apologise if it is thought the word “sermon” is an emotive word but that is what she has 
been giving us in telling us things such as that and criticising these doctors on the 
grounds that they have been hiding something from parents when these doctors were 
carrying out a scientific study.  
 
I would like to see her code of conduct.  She said that stops her giving evidence unless 
she starts bringing out all these issues even though they do not form heads of charge.  
Apart from that, I have got two statisticians and we would probably like to put a quick 
call in and see what they say.  They have seen what was said yesterday and they have, as 
a consequence, given me questions to ask and put to her because they are troubled by 
what was said. 
 
THE CHAIRMAN:  I think you are, in a sense, reinforcing what I am endeavouring to 
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express as a point of view as to where we are with this.  There are, as Professor Hutton 
pointed out a moment ago, matters of logic as opposed to emotion which can apply to 
statistical analysis.  The way in which the logic is expressed may involve terminology 
which, if removed from the concept of logic may appear to be emotional.  As I understand 
the thrust of the questions which you want Professor Hutton to deal with, they are related 
to the statistical dimension because it is quite correct, is it not, Ms Sullivan, that there are 
no charges in relation to the scoring system to suggest that there was anything unethical 
about the communication with parents or otherwise. 
 
MS SULLIVAN:  It is described as “inappropriate”, the scoring system, because of 
course you have the allegations towards the end of the charge.  It will be a matter for you 
to consider to what, if any, extent they are inappropriate. 
 
MR FORDE:  I am slightly troubled by that.  I accept that the charge is “inappropriate”.  I 
am looking at D8/48 of the transcript, which is the way in which the case was opened by 
Ms Sullivan, and I know there is always a temptation on the part of any advocate to adopt 
arguments that may be put forward by witnesses which might not have been anticipated at 
the beginning of the hearing. 
 
The criticisms are said, and this is D8/48C, and Ms Sullivan said: 
 

“However, two criticisms remain.  They are those contained in heads 
12(b) and 12(d).” 
 

The first was the double counting of the ultrasound (if I can use that shorthand), and that 
is explained very carefully by Ms Sullivan between letters C and G, the allocation of 
scores on both sides of the brain, so the 40 rather than the 20 – subsequently corrected, as 
we know, by the statistician as is properly conceded at D8/49A.  That is then said to have 
been compounded at D8/49B by a failure to give clear instructions to those collecting and 
entering the data so that they could respond accurately to question 8, which relates to the 
ultrasound.  That is the case I envisaged I was here to meet and you have heard a great 
deal of evidence about the role of Theresa Wright in Staffordshire and the role of Mr 
Alexander in correcting matters and I explored with Dr Raine and with Professor Hutton 
the importance of involving a statistician in looking at that data and making relevant 
corrections, and I was happy with the answers that I got. 
 
The further criticism, which I accept is one that is being advanced by Professor Hutton 
and she is being cross-examined about it at the present time by Miss O’Rourke, was the 
scoring of dead babies, both in relation to allocation and methodology.  I know this is of 
particular interest to Mr and Mrs Henshall because Patient 7, we know, was a child who 
survived for two days and who had some scoring which went beyond life expectancy.  I 
do not know whether Professor Hutton is aware of the fact that one of the children where 
this anomaly or mistake (as she puts it) occurred is one of the children of the couple who 
have been tenacious in their pursuance of these matters, but it is a little unfortunate if she 
does not know that, that some of the language is being used in terms of communication. 
 
We are at a loss at the moment – because, as you know, the trial in Staffordshire ceased in 
1993 – to see in quite what clinical circumstances the paper which considered all of the 
outcomes being published in 1996, that somebody in Dr Spencer’s circumstances would 
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telephone a parent three years after the unfortunate demise of their child and say “I 
thought you ought to know that this child did better off dead than alive” – it is just not 
something that we thought we would have to deal with.   
 
Ms Sullivan went on to explain, particularly in relation to Patient 7, what had happened 
and took you to bundle 5.  I was expecting – and that is one of the reasons I did not 
trespass on the area – Professor Hutton to deal with her criticisms of the scoring of dead 
babies in the way that she has.  It is ultimately a matter for you because this goes to 
charge 12(d) as to whether mistaken, professional disagreement, or whatever you decide 
it is capable of amounting to serious professional misconduct, but I am a little uneasy 
about the introduction of concepts such as the sharing of information and I think the word 
“covert” was used yesterday as well.  I am not criticising this witness in terms of what she 
sees as her ethical and professional duties but I am just wondering quite where it is 
getting us in the context of the hearing over all.  
 
THE CHAIRMAN:  That is the issue, is it not, Ms Sullivan, because clearly there are 
matters which so far as Professor Hutton’s experience and role as a statistician will, as 
you out it, intertwine the issues of statistics and ethics but we in this case are concerned 
with statistics, it seems to me, in this context and I am just looking at the debate which 
went on yesterday when this first arose at which you intervened and said that all you were 
seeking to establish from Professor Hutton is to why she says, if she does, that the 
methodology of the scoring is wrong and that seems to me to be a matter of statistics.  
 
MS SULLIVAN:  That is what I was seeking to do.  I am not asking this witness 
questions.  This has all emerged in cross-examination, sir.  
 
THE CHAIRMAN:  What emerges from all of this and Professor Hutton is listening to 
this debate is that the evidence in the case which we are interested in is that which is 
directed to the charge which is preferred, namely when it is says that you failed to ensure 
that there was an appropriate method of scoring, that that is a statistical question and not 
an ethical one on the way you opened the case and, indeed, the way you answered that 
question.  
 
MS SULLIVAN:  I think that what Professor Hutton is saying is that in order for her to 
say whether the methodology was appropriate she needs to look at it in a broader sense as 
a statistician.  That is what I understand she is saying in answer to the questions from  
Miss O'Rourke.  
  
THE CHAIRMAN:  I can understand that but it seems to me that in so far as she may 
refer to the ethical dimension to it which impacts on her that is in a sense peripheral to the 
central issue in relation to charge (d) which is whether the methodology in a statistical 
sense was faulty and I put it that way because that is the way I understood you to have 
opened the case.  It was certainly the way you responded yesterday when this debate first 
arose.  
 
MS SULLIVAN:  Yes, sir, that is right but you will in due course obviously have to 
consider if you do find that the methodology is wrong in any way as in what way it is 
wrong.  So you will need to address the appropriateness of it in due course.  
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THE CHAIRMAN:  Yes, I do not want to make too much a meal of this and we will 
break in a moment in order to have a look at the rules of conduct to see whether there is 
anything to be discerned from it but it seems to me that in deciding whether it is 
appropriate the way in which the case is presented and the way in which you sought to 
lead evidence from Professor Hutton is whether it was appropriate in the sense that from a 
statistical point of view it was valid in terms of the outcomes which it was trying to count. 
 On that question Professor Hutton said yesterday and I think to an extent Dr Stimmler's 
evidence was to the effect that their criticism of it in those terms was because it purported 
to assign value to morbidity factors which occurred after death.  
 
MS SULLIVAN:  Yes, yes.  
 
THE CHAIRMAN:  That is the issue which Miss O'Rourke is seeking to address with 
Professor Hutton.  It seems to me that that is a relatively narrow issue.  
  
MS SULLIVAN:  It is, sir.  That is certainly way in which I put it but what I am keen to 
do is to ensure that the witness when she is dealing with that issue is able to answer it in 
accordance with her duties and her expertise and I would not want her to be restricted.  
Obviously she should not go beyond her expertise and I do not need remind her of that 
but I do not want her to be restricted in the explanations that she gives if those 
explanations are proper within the context of evidence to be given by a statistician.  
 
THE CHAIRMAN:  On methodology.  I an sure we would all accept that but I think 
understanding what the central and relatively straightforward in one sense issue is and 
given that there are sensitivities surrounding all this that Mr Forde has just outlined that 
both the questioning and the answering could really focus on the statistical side rather 
than the ethical side.  
 
MR FORDE:  I just want to raise one other matter for everybody’s consideration 
including Professor Hutton.  It this is, one of the reasons I am keen to see the code of 
conduct which she tells us is specific to statisticians is to see its date because these 
doctors fall to be judged, in my submission, by the ethical standards that pertained in 
1989 and 1990 and conspicuous by its absence is any clear guidance on any of these 
matters in the relevant Professional Conduct and Discipline Fitness to Practise General 
Medical Guidance of March 1999 and we will be asking you to judge this in a context.  I 
am a fully aware and  
I think Professor Hutton, in fairness to her, appeared to hint at this yesterday, there may 
be differences between the ethical guidance given to statisticians and that given to 
doctors.  It was, it would appear, entirely absent from the guidance of the General 
Medical Council in 1989 and I think Professor Hutton seemed to be suggesting an 
enhanced approach to ethics on the part of statisticians so I am a little concerned in some 
of the answers which she feels duty bound to give in terms of her ethical stance as a 
statistician might find their way filtering into the minds of the Panel and other potential 
witnesses as being the appropriate standards for clinicians.  That is an area that we are 
expecting to have to deal with with Mr Nicholson because he produces a lot of 
contemporaneous guidance, so0me pre-dating these incidents and some around the time.  
We will say possibly more fore ethics Committees than clinicians but at least w can see 
why it is he has been called.  I am just a little anxious that we may be muddying the 
waters by looking at ethical guidance which may post- date, I do not know whether it 
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does---  
 
THE LEGAL ASSESSOR:  I think you may be muddying the water a little more there,  
Mr Forde.  As I understand what the Professor wants to do is to explain why she is giving 
the evidence which she is today and says that is why I feel obliged to give that evidence.  
She is not saying her professional code applies to the doctors and, indeed, she made a big 
point yesterday, if I remember, of saying statisticians code of conduct was different from, 
she may have been dismissive or not, of doctors and lawyers and no one, I think, is or can 
suggest that the three doctors who face these charges were themselves statisticians.  
 
MR FORDE:  That is correct but I think the problem---  
 
THE LEGAL ASSESSOR:  The state of the code of conduct of statisticians 15 years ago 
is not relevant.  
 
MR FORDE:  Maybe we can resolve these matters in other ways.  The reason I express 
my anxiety is because there is an issue as to who at all is an ethical expert and I would not 
want it to be thought that the ethical standards of one profession might be thought in 
some subliminal way to be absorbed into the mind set of a clinician.  It may be argued by  
Ms Sullivan that there are absolute ethical standards regardless of profession and I am 
just anxious to see whether or not this code of conduct could be said to be in any way, 
shape or form applicable to clinicians and the date of it.  
 
MISS O'ROURKE:  Sir, can I make two points?  Firstly, with what you said, I agree with 
what you said about looking at the methodology.  The only thing I disagree with what you 
said is this, and it may be I have not got it across clearly enough because Professor 
Hutton has not been, in my view, answering the questions asked rather than the ones she 
would like to be asked but it is not a question of giving morbidity factors after death, it is, 
in fact, the inverse because if you have a morbidity factor you are getting zero.  It is 
Professor Hutton who is trying to give morbidity factors after death by scoring those 
babies who have died as zero and therefore scoring as if they had oxygen, intermittent 
positive pressure ventilation and complications they have not had.  Yes, sir, you are 
otherwise right; it is a question of methodology and I want and would love dearly to be 
able to explore with her the specific questions and the specific scores and why I say she is 
wrong and I see that is where she has a role, as a statistician.  
 
I for one did not know before I saw her CV yesterday that she claimed or purported to 
have any expertise or involvement in ethics.  I saw two if not three reports from her and 
there was no reference to any ethical matter in it.  I understood that she was coming to 
give evidence on statistics and that ethics and questions of Nuremberg, etcetera, were 
going to be targeted to Dr Nicholson and I was quite taken aback yesterday when she 
mentioned it. 
 
I agree with the point your Legal Assessor has made.  Where, of course, if it is now  
Ms Sullivan's case or going to turn into her case that inappropriate includes wider ethical 
implications then we judge these practitioners as medical practitioners and we look at the 
General Medical Council’s code and guidance in 1989 and in that sense this statistician’s 
code of conduct is irrelevant but, again, I accept the point that your Legal Assessor has 
made.  If she is saying that is causing her to answer my questions in the way in which she 
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is, which is not to answer the statistical question but to tell us about ethical matters, then  
I do want to see that code of conduct because I have overnight been provided by experts 
that we have with questions that I should be asking her and, indeed, some of the words  
I am parroting are somebody else's, not mine and I am surprised that I am getting the 
answers I am rather than answering the statistical point, so I would want to see the code 
of conduct for that reason.  
 
THE CHAIRMAN:  We will take a break now certainly but I did not understand from the 
was in which Ms Sullivan was leading the evidence from Professor Hutton yesterday, the 
way she was asking questions that she was actually seeking to address ethical issues at 
all.  The reason why they come in is because as we learned this afternoon that there is for 
a person in Professor Hutton’s position an intertwining of events and that is how it 
emerged  and what we need to try and extricate ourselves from now is the tangle of ethics 
and statistics and for you to address questions which as best they can elicit from Professor 
Hutton her views in so far and, in fact, from what you said that may actually identify the 
area of dispute between you and Professor Hutton because when I talk about scoring 
morbidity factors and you say, no, I was wrong to put it in that way, it is actually the 
inverse of that, that is the area of disagreement between you and if you can concentrate on 
that then it seem to me that we will begin going down the correct path.  If having looked 
at the code of conduct you think that there are matters relating to ethical issues which you 
wish to address and which you think Professor Hutton should help you on you can ask her 
about that. The main thing is to not to tangle up the two.  
 
MISS O'ROURKE:  Sir, I have no interest in asking her ethical questions.  As I said to 
her, I think, half an hour ago now, I do not recognise her as an ethical expert or someone 
called for that purpose particularly in the context of the ethics of doctors.  I am trying to 
ask her questions relating to statistics and I am getting answers sadly which are telling me 
about the ethics of saying someone is better off dead than alive when nobody has ever 
said that in this case.  
 
THE CHAIRMAN:  No.  Let us take a break and when we come back we will endeavour 
to go down, as I say, the right-hand path of the two by exploring with Professor Hutton 
the area of disagreement between you and her which is around, if I put it crudely because  
I am in a sense was summarising the way she puts it, namely assigning a value for 
morbidity factors after death, whereas your position is it is the inverse of that.  If that can 
be explored between you and you can address that, Professor Hutton, then we will be 
greatly assisted.  Let us break now for quarter of an hour.  We will come back at twenty 
to four.  
 

(The Panel adjourned for a short time) 
 
THE CHAIRMAN:  Welcome back everyone.  
 
MR FORDE:  Sir, I wonder whether, as we all now have the code of conduct, we could 
be informed by this witness as to which paragraph she relies on in support of the 
contention that ethical considerations inform statistical practice.  I am not sure that we 
need anything more than the paragraph number, and perhaps that can then be explored by 
Miss O'Rourke and, if not, by me at a later stage. 
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THE CHAIRMAN:  Miss O'Rourke, you are in the course of conducting your  
cross-examination.  Do you want to ask her that question? 
 
MISS O'ROURKE:  Sir, I think what happened was that the witness asked a question.  
She said, “Might I be allowed to read into the transcript my duty?” or whatever else.  I sat 
down and said nothing, and I think that was when the debate started about the purpose of 
it.  It was not a question that I was asking her.  I was actually asking her about inverse 
scores at the time.  She indicated that she wanted to read a paragraph into the record.  
Perhaps she could now tell us which paragraph it is before she reads it, so that we can all 
then have a quick look at it, because I have read it and I cannot see anything that is 
relevant, but then I am not a statistician. 
 
THE CHAIRMAN:  I have to say that my view, in the light of the discussion that we 
were having earlier, is that unless you wish in some way to explore the ethical 
considerations… 
 
MISS O'ROURKE:  I do not. 
 
THE CHAIRMAN:  …then I think we should move on. 
 
MISS O'ROURKE:  Sir, I agree.  I think the only point is this: that she said she wanted to 
read a paragraph into the transcript.  As your Legal Assessor, correctly in my view, 
directed you, anything that she reads in will go to what she believes to be her duties as an 
expert witness or indeed her duties in coming here to give expert evidence, so if it is 
material to tell any of us why she is giving the views that she is giving – because certainly 
when it comes to submissions, whether it is half-time or full-time, I will be making 
submissions about what weight, if any, you should attach to the evidence of this expert – 
it may well be that if she wants to explain her evidence by saying, “I behaved in the way 
in which I did because I felt myself bound by some code to do it”, then perhaps she 
should be given the opportunity to identify to us which paragraph of the code she says is 
making her answer my questions by telling us all about ethics rather than statistics and 
numbers. 
 
THE CHAIRMAN:  My observation, before expressing a final view on that or inviting 
any further debate on it, that that request by Professor Hutton was before we had the 
discussion that we did about the parameters of the evidence that we think is relevant to 
the charge we are considering, is that Professor Hutton is here as an expert witness.  It is 
not what she did; it is her expert opinion on what was done in this particular trial.  As I 
understand it, trying to unravel where we had got to, if I can put it this way, in putting 
herself in the shoes of someone who was designing a trial in 1989 and therefore 
commenting on what was done, she could either be saying “I criticised the scoring system 
which was designed and implemented because it was not statistically valid, which is what 
I understand this case is about”, or she might be saying, “Even if I thought that that 
system was statistically valid, I would still have had concerns about it because, as a 
statistician, I also ought to have regard to ethical considerations”, to which, as I think we 
had reached before the break, the Panel at the moment does not think that that is what this 
case is about, because it is not the way it was opened, it is not the way that Ms Sullivan 
asked questions and sought to adduce evidence from this witness, and therefore, unless I 
am wrong about that, the code of conduct insofar as it relates to the ethical dimension of a 
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statistician’s work does not seem to me to be relevant to the way in which this charge is 
laid and has been opened and adduced.  Ms Sullivan, you are looking uncomfortable. 
 
MS SULLIVAN:  Sir, just in this sense: of course, we are calling someone to deal with 
the ethical issues that arise, so ethics does feature in this case very much.  What I think 
has happened is that Professor Hutton has been called as a statistician, with perhaps none 
of us realising that statisticians in looking at a trial such as this look at it from a ethical 
perspective as well.  That has emerged primarily in the course of cross-examination, 
although I think she volunteered something to that effect when I was asking her 
questions.  I think that is how we are in this position, but it would not be right to say that 
this case is not about ethical issues.  It is about ethical issues, very much so.  It is just that 
the --- 
 
THE LEGAL ASSESSOR:  I think the Chairman’s point was that the head of charge 
relating to scoring was not opened as having any ethical overtones. 
 
MS SULLIVAN:  The head of charge was opened on the basis that the scores were 
allocated incorrectly or that there was a failure in that respect, also that the investigators 
failed to ensure that there was an appropriate method of scoring.  In assessing that, the 
Panel will have to consider the totality of the evidence call as to whether or not it was 
appropriate. 
 
THE LEGAL ASSESSOR:  I think we might need to have argument about that at a later 
stage.  I will be perfectly straightforward with you, Ms Sullivan.  It seemed to me that 
you were slightly opportunistic in your answer when the Chairman first raised this topic 
as to what this head of charge dealt with, and if we need to have that argument, perhaps 
we should have it at some other time but certainly in the absence of the witness. 
 
MS SULLIVAN:  Yes, certainly.  I will obviously give it due consideration, but head 14 
is obviously something that needs to be considered by the Panel in due course. 
 
THE CHAIRMAN:  Head 14 in relation to Dr Southall. 
 
MS SULLIVAN:  Sorry, that is head 14 for Dr Southall, but it is a similar description in 
relation to the other doctors. 
 
THE CHAIRMAN:  That is certainly right, Ms Sullivan, but the observations that I was 
making were largely borne out of what we understood from the way in which Professor 
Hutton gave her evidence-in-chief in response to the questions that you were asking her 
and which is now the subject of cross-examination.  This was not a dimension which, as  
I understand it, you sought to lead in evidence.   
 
MS SULLIVAN:  No, that is absolutely right, sir, I did not. 
 
THE CHAIRMAN:  So if the ethical considerations are to be addressed by presumably 
Dr Nicholson, that is the way in which you are seeking to adduce the evidence in this case 
on ethical issues. 
MS SULLIVAN:  That is certainly how I intended to approach this case, because I was 
not intending to elicit anything of that nature from Professor Hutton, as you saw, sir.  
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That is certainly the position. 
 
THE CHAIRMAN:  Indeed.  Therefore, so far as the continuing cross-examination of 
Professor Hutton is concerned, it would seem to me to be, within the confines of the 
purpose of her being called as an expert witness by the General Medical Council and 
cross-examination by those representing the doctors, to focus the cross-examination 
around the evidence that she gave for the purpose for which you called her, which is the 
statistical validity of the method selected for this particular trial. 
 
MS SULLIVAN:  Yes, absolutely.  My only point is that I do not want her, in giving her 
answers, to feel that she is not being able to give her expert opinion as a statistician as 
fully as she thinks she should, whatever that entails. 
 
THE CHAIRMAN:  Very well.  Let us see where we go. 
 
MISS O'ROURKE:  Sir, in that vein, I think that she should at the very least say what 
paragraph she thinks somehow or other affects her duty, bearing in mind that she has 
answered my questions in a way that I would say is not the appropriate answer because 
she has not confined herself to statistical information, because I have read the code of 
conduct and I cannot see any paragraph that would in any way cause her to start telling us 
all about medical ethics.  So if she wants to identify the paragraph, then we can all look at 
it, because I think that on this side of the room we are all equally mystified. 
 
THE WITNESS:  In the code of conduct, which of course is 1993 – the other paper is 
1985 – paragraphs 1, 2 and 3 are relevant, and I would say that paragraph 8 is relevant as 
well.  If you prefer the 1985 references, much of it is relevant because it describes the 
wider implications of statistical work. 
 
MISS O'ROURKE:  I think you asked a question of the Panel.  You asked whether you 
could read into the transcript a paragraph from your code of conduct.  When you said 
that, which paragraph did you want to read into the transcript? 
A Fine.  The paragraph is: 
 

“Fellows shall carry out work with due care and diligence in 
accordance with the requirements of the employer or client and 
shall, if their professional judgement is overruled, indicate the likely 
consequences.” 
 

Q Forgive me, Professor Hutton, but I do not see anything in that paragraph that 
requires you to start telling us about morality and about what should or should not be 
concealed from parents when you are giving evidence as a statistician.  If anything, I 
would say to you in respect of that paragraph: have you complied with it by not seeking 
out information that you should have sought about what way this trial was devised and 
what the statistician did before proffering an opinion and declaring a scoring system to be 
inappropriate and wrong, without having available to you all the information that you 
needed to make a judgement on it? 
A In accordance with the requirements of the people who instructed me, I have 
looked at the info with which they provided me and the information that I requested.  In 
terms of whether it is the judgement of the statistical community or the legal community 
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how to interpret the code of conduct of the Royal Statistical Society, I have no doubt that 
the Legal Assessor will be able to clarify that. 
 
MISS O'ROURKE:  Sir, I would now like to move on to asking questions about scores. 
THE CHAIRMAN:  Very well. 
 
MISS O'ROURKE:  Can we turn to file 3, please, divider 7, page 2?  I am simply taking 
that as one of the best examples to look at what the scoring questions are and what the 
scores are.  This is Patient 41.  I think I had put to you before the break that this is what 
we would call an inverse scoring system, in other words the top score is 184.5, and we 
could see that you understood that? 
A Yes. 
 
Q If you have a very bad outcome on a morbidity factor, you will score zero? 
A Yes. 
 
Q Let us look at some examples as to the way the scoring system is devised and 
what therefore they were looking to reflect.  Question number 1 is death from a 
respiratory cause and they give you zero? 
A Yes. 
 
Q You are going to automatically lose 50 points as a result of that death? 
A Yes. 
 
Q So they are weighted fairly highly and heavily out of the total score of 184.5, the 
fact that you have died from a respiratory cause, and they define the respiratory cause in 
that question? 
A Yes. 
 
Q So they have given a high weighting, in fact, to mortality in this overall scoring 
system? 
A Yes. 
 
Q Question number 2 is IPPV.  If you do not have it at all, that is judged to be a jolly 
good thing and that is appropriate for the aims that they are looking at? 
A Can I just ask you about something that I think you said earlier?  You said that the 
scoring was intended to score morbidity while alive.  Is that correct? 
 
Q Let us worry about my questions rather than asking me questions.  I am here to 
ask them and you to answer them.  We will come in a minute to --- 
A I am afraid I cannot answer your question or…  Okay, I will answer the question. 
 
Q You can. 
A Is this appropriate?  In answering this question, if a child has lived for 56 days, 
this score is entirely appropriate.  If a child has not lived for 56 days, it is not clear how 
this should be scored.  It certainly would not be appropriate to treat missing information 
as equivalent to zero. 
 
Q Let us deal with it this way:  when you gave your evidence you said that there is 
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nothing on the sheet that tells you what to do if somebody dies before a certain point in 
time.  You said that it was not explicit, you do not know whether they were trained or 
whether they understood what to do – yes? 
A I said I presumed that they were trained but that it was not explicit. 
Q I think you were here for some of Joe Raine’s evidence, otherwise hopefully you 
did diligently, in accordance with your code, read what I asked him and what I put to 
him? 
A Yes. 
 
Q You will therefore be aware that he explained that the information to put on to the 
scoring sheets came from the data sheets? 
A Yes. 
 
Q You should have seen examples of those data sheets.  If you want to see them, 
there are some in this file?  
A I had commented on the high quality of the data sheets.  
 
Q Indeed.  Then in those circumstances, when you come to answer question two, 
you are answering it from the data sheets that you had before you, which ask explicit 151 
different questions and I think you did, as you say, comment on the data sheets.  Now it is 
deliberately designed, carefully thought out and devised by clinicians and statisticians 
together and the first question is: did you have intermittent positive pressure ventilation?  
Then the answers are easy, are they not: you did not have it; you did have it but for less 
than four days; you had it for 4-10, 11-28; or you had it for more than 28.  Now – just 
wait for the question.  
A Sorry.  
 
Q That means that the person who comes to fill in that sheet and complete that score 
has a very easy set of circumstances to look at: did this baby have it at all?  Answer no.  
Maybe it did not have it because it died after five days or ten days.  The answer is still, 
no, it did not have it and so they will then circle 35.  Or the answer will be, yes, it did 
have it but it had it for three or four days, or it had it for 4-10, 11-28 and they scored 
accordingly? 
A May I ask for clarification on the score?  If we have a child who had intermittent 
positive pressure for, let us say 28 days exactly, and then died they would be given a 
score of five if they died?  
 
Q Yes? 
A I have been asked whether that is appropriate.  Statistically that is not appropriate. 
   
Q I am not asking you that.  If you wait for my questions rather than the questions 
somebody else is asking you.  I am putting to you and in due course I am going put to you 
the complete fallacies and unscientific nature of your approach to these questions.  Let us 
just establish the parameters firstly because you criticise and said this form is not clear, 
how will someone know? I am going to suggest to you that when Theresa Wright comes 
to answer this question it is easy.  She gets the documents out.  Did the baby have IPPV? 
If it had none it does not matter whether it had none because it died at four, six, eight, ten, 
12 days.  It had none.  She circles that box?  
A She is told to circle that box, yes.  
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Q So she knows what to do.  The same with IPPV for four days or less than four 
days, she circles the appropriate box.  Yes?  
A  Yes.  
 
Q You say in respect of this, well, in fact if this particular baby died (and I think you 
used question two as an example) you talked about how you would score this baby, 
therefore, at zero?  
A I said there were a variety of ways.  
 
Q Let me get out what you said.  You specifically dealt with question two although I 
think you dealt with it more by question four and you talked about scoring  it at zero.  If 
you gave zero in answer to question two, you would be equating any baby who died with 
someone who had more than 28 days of intermittent positive pressure ventilation?  
A  Yes.  
 
Q That would be wrong for two reasons.  Scientifically it would be absolutely wrong 
because that baby had had no intermittent positive pressure ventilation.  Correct?  
A No.  Not correct.  
 
Q Why is it not scientifically this baby did not have intermittent positive---  
A It is not scientifically correct because when you devise a scoring system or a 
measurement system, in this case you are defining equivalence classes.  I presume by 
saying “scientifically correct” you mean something like “there could be no possible 
disagreement with this”? 
  
Q No.  What I am saying to you is this is a matter of ordinary, lay person’s science. 
If the baby did not have IPPV for 28 days it should not be given a score as if it did---  
A What I am--- 
  
Q --because it never had it?  
A No. I do not think that is scientifically correct.   
 
Q Really?   
A Yes.  As a statistician who works with scoring systems and devises it, I do not 
think that the ordinary lay person would define an equivalence class of “did not have 
IPPV because it was not required” with “did not have IPPV because it is dead”. 
  
Q Who is talking about equivalence classes? The designed a system, they decided 
“this is how we are weighting it.  We are weighting it heavily in respect of negative 
morbidity outcomes, so if you have a bad negative morbidity, i.e. you have IPPV for 28 
days, which can lead to complications, we want to score you zero for that  and that is the 
way we have chosen to do it because it is something like that, having 28 days in intensive 
care with IPPV  that we are worried about and we think is a bad and dangerous thing”?  
A The reason I mentioned equivalence classes is that is essential to the theory of 
measurement, which is what this is attempting to do. 
  
Q Is it?  
A Yes.  
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Q That is not what these clinicians and the statistician and the expert who advised 
them say? 
A I am aware they do not.  I am well aware that we disagree.  
 
Q They say if you use zero for death, as you do, then you are giving the child  the 
maximum score for a negative morbidity outcome, which it did not have and that is 
statistically inappropriate because you are skewing the statistics, you are putting them 
into the category as a bad outcome in IPPV when they never had it.  It is also 
scientifically flawed because this child, as a matter of medical fact, scientific fact or, 
indeed absolute fact, never had the IPPV?  
A On the statistical point apart from the fact I do not know in what sense you are 
using the word “skewing”, on the statistical point it is never the case that you can ignore 
the context, that is essential to your statistics.  You are saying “I have a choice of ‘I do 
not have actual information on whether or not this child could have been given IPPV’”.  
 
Q That is not about “could” it is about “was”.  This is a study based on actuality, not 
on possibilities, not on presumptions and assumptions.  The people who are filling in 
these forms are filling them in from actual data as to what happened and the question is a 
simple one: did this child have IPPV?  Answer, no, 35.  Did it have it for more than 28 
days?  Yes then zero.  You, by giving zero, are equating the answer for that child to being 
as if somebody had not died but in fact had lived and had had the worst outcome.  That is 
what you are doing by the score you give? 
A Right.  So if I understand you correctly, you are saying that if a child has died you 
equate that child with somebody who has lived? 
  
Q No. You are just again completely confusing the scenario---  
A No.  I am stating what I see as the description.  
 
Q No, it is not--- 
A You are giving – there are two possible ways of achieving the score of 35, can 
I say that?  Am I allowed to say that? 
  
Q There are not, there is more?  
A          On question two (IPPV), I can see two possible ways of achieving the score of 35. 
 Perhaps you can tell me what the other one is.  
 
Q There is only one, in fact, and that is that you never had IPPV?  
A There are two possible ways of achieving the score. One is by remaining alive and 
not needing IPPV.  Another way of achieving that score is by being dead.  That is what 
statistically I state is an equivalence class. That is my statistical opinion, the Panel can 
disagree with it if they wish.  
 
Q What I am suggesting to you is what they did here was because what they were 
looking at is morbidity factors, they were monitoring mortality separately and they were 
watching for mortality in their graph in terms of when the trial would end.  But what they 
were looking to do was effectively to gain as much information as they could out of all 
the children in the trial and they were taking the view that even if you only lived for a few 
days you still could provide useful information during the period  that you were alive and 
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that there would be no good reason to discard the information from those children, no 
scientific or, indeed, ethical reason.  So what they were doing was devising a system that 
asked very simple questions:  did you have it or not?  It does not matter why you did not 
have it, it was a question of “did you have it or not?”  So there is one outcome under 
question two for 35 and that is “you never had IPPV”?  
A There is one score; there was more than one way of achieving that score.  May I--- 
  
Q Let me finish.  The reason you are wrong in saying “Well you might not have it 
because you died early” is they were allowing for the fact (I think you yourself conceded 
it, Joe Raine said it and Dr Stimmler agreed it) that the likelihood is that deaths on both 
sides were going to be equal or approximately equal.  So therefore, yes, if you have got 
some people who did not reach the 56 days and were getting 35 because they died it was 
going to balance out on both sides of the trial.  They were going to get 35 because they 
died on standard treatment, they were going to get 35 because they died on CNEP?  
A  I think the words of yours, which I just wrote down were, “useful information 
during the period while they were alive”.  In statistical terms if you have useful 
information whilst somebody is alive and they then die there are a number of ways in 
which you can use that information.  It is certainly possible to say that you choose to 
ignore that information, that is essentially what we would call “missing completely at 
random”, which is not generally recommended as a method of analysing data.  It maybe 
of no interest to you but I do not believe it is.  Certainly missing completely random is a 
basic assumption, which is what this is doing, is not accepted by the FDA and I do not, as 
a statistician, accept the idea that you can move from information gathered during a 
period when the baby is alive, which I entirely agree you should do, to assigning a score 
which is equivalent for different groups of people.  That is a mathematical---  
 
Q You tell me what is your score then in answer to that question for the baby who 
dies at 15 days or 28 days but does not have any IPPV, what is the score?  
A I would discuss with the clinicians in that case.  If the baby has died at 15 or 20 
days I would say, “well, let us think about some of the best or worst case scenarios. How 
likely is it that a baby who has needed IPPV for 15 days”--- 
  
Q Can I understand when you would have be having this discussion, when it 
happens?  
A          Well it would depend when I was consulted.  If I had been consulted, as John 
Alexander was, I would have had that discussion at that point.  
 
Q In addition to John Alexander coming to give evidence there is also a professor of 
statistics who is going to give evidence on behalf of the defence.  I think you know him, 
you certainly know of him, Professor Doug Altman?  
A Doug?  Yes. 
 
Q He has already published on CNEP, I do not know if you know that.  He has 
talked about the scoring system back in 1996 and in 2000 he wrote a paper.  Are you 
aware of that?  
A I think I have seen his name somewhere, I do not recollect.  
 
Q He will say it will be entirely wrong to change this scoring system.  Once you 
have started it must be prospective, you must not change it based on your outcomes and, 
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indeed, it would be ethically and otherwise wrong to do so?  
A He and I clearly disagree.  
 
Q So if he is right and John Alexander agrees with him and the clinicians on this 
side of the room also agree that you are devising a system and you cannot change it as 
you go along, then you take into account, as I already put to you, what it is that you are 
looking to weight and to look at and then you make your decision.  So you do not 
suddenly come along and say, “Right now where does this fit in?  I am going to score it 
somewhere in between”.   You devise the scoring system, you devise the sheet and you 
stick with it.   
I am, therefore, saying if that is what they have done, what you would have to do here is 
not on question two try and get another score, you would have to think of another way of 
devising a scoring system that reflects early deaths?  
A I think it is important – to make it clear we agree to differ on two points.   I do not 
agree that it is appropriate to treat what I describe as “informative missing data” as if it 
were missing explicitly at random.  I also do not agree that it is essential not to change 
studies as they go along.  Clearly if Doug Altman wishes to maintain that he will need to 
have called, he will by implication be criticising a very substantial number of ongoing 
clinical trials which do change.  
 
Q Let me---  
A But I agree, I am quite happy if that is what he wishes to say, I simply state that I 
disagree with that.  
 
Q I think he has already said it.  He has published a paper on it, I can quote you a bit 
form the paper.  In fact he said: (Document not supplied to shorthand writers) 
 

“In retrospect it could be argued that the weighting given to survival 
should have been higher because in five of the 122 pairs of children 
a child who survived after a sustained period, respiratory support 
was allocated (A) “a worse” score than a child who died.  Such 
problems are almost inevitable when use has to be made of an 
arbitrary, previously untested weighting strategy.  
 
The factors used were, however, agreed before the trial started and it 
would have been quite improper to change the weighting rules 
retrospectively once these babies’ outcomes were known”. 

 
That is what he said? 
A So I agree with everything--- 
 
Q And that is a published paper? 
A I have had publish disagreement with Doug Altman before.  I agree with 
everything except the last sentence.  I do not agree that it would be quite improper to 
change the system.  I agree that the score was carefully thought about.  I agree with him 
in his comment about some babies “worse”.  The one point at which I disagree with him 
is whether it would be appropriate to do a sensitivity analysis at the very least to look at 
the impact of changing the score. 
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Q Are you talking about 1989 or are you talking about 2008? 
A I am talking about probably from 1961 onwards.  Certainly in 1989--- 
 
Q We are going to have to agree to differ but let me give you a fair opportunity to 
tell you what our experts say about your approach so that you can then comment.  They 
say that by giving zero on these questions, for example 2, 4 and others, you are in fact 
scoring them as if they had lived and you are scoring them as if they had the worst 
outcome on all the morbidity factors.  This is scientifically and statistically wrong when 
what you are looking at is chronic lung disease and it immediately biases the 
measurement of the other outcomes by falsely imputing those bad morbidity outcomes to 
somebody who did not have them; it has no scientific validity.  That is what our experts 
say about what you say. 
A I am going to pick up the bit of that quotation, the later bit first.  It says 
“immediately biases the outcome---” 
 
Q The measurement, other outcomes.  In other words, the factors they are looking at 
peak inspiratory pressures, maximum inspired oxygen requirement, oxygen requirement.  
Because you are scoring zero you are in fact giving the dead baby a score.  You are 
giving it a score as if it lived and it lived with the worst outcome, so you are also scoring 
a dead baby? 
A Right.  The reason I disagree with the expression “immediately biases” is 
probably most easily explained by table 5 in the paper – I am sorry, I do not know where 
it is in the bundle. 
 
Q It is in the back of the same file, page 158. 
A The reason it does not immediately bias anything else is they were recorded 
separately.  If you look at table 5 you will find, for example, let us take BPD, you will see 
N=94.  The score is only given there for the live babies so I cannot see how a score given 
for dead babies has biased the result for live babies. 
 
Q Because it is a treatment outcome score for the very reasons that you are 
criticising it.  It is not the final result used to write up the paper but it is used as a 
treatment outcome score for, as you said, the defining of the early ending of the trial.  
What you are actually doing, because you are scoring these as zero – and it would be 
different if you re-wrote the scoring system (and indeed I put the same point to Dr 
Stimmler) – by answering Ms Sullivan’s questions by saying “I would score zero, I would 
score zero”, you in fact are making the same mistake you accuse them of:  you are 
continuing to score a baby after it is dead and you are scoring it as having a very bad 
morbidity problem.  By scoring zero you are saying it had more than 28 days IPPV when 
it did not; you are saying it had more than 80 per cent oxygen when it did not; you are 
saying it had oxygen for 56 days when it did not.  So you are actually giving wrong 
information in terms of complications and morbidity and there are nine questions that you 
would be affecting as opposed to the one question they were affecting? 
A I obviously do not have the statement in front of me.  My memory is that the 
statement said that you would immediately bias the scores given to the other outcomes. 
 
Q Yes, you immediately bias the measurement of the other outcomes by a false 
imputation to them of the worst morbidity when there is no scientific validity to that 
because they did not live to have those bad morbidity factors? 
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A Immediately bias the measurement of the other--- 
 
Q Of the other outcomes. 
A Of the other outcomes?  Sorry, I cannot see how you bias the measurement of the 
other outcomes. 
 
Q You are adding one more to their--- 
A No, I am sorry.  I can see how they would claim you might bias the measurement 
or the assignment of the total outcome score but you will not be biasing--- 
 
Q Same difference--- 
A No, it is not the same difference, I am sorry.  Statisticians are concerned to be very 
precise.  It is because of the precision and accuracy of this trial that I am impressed with 
it, except on the point of scoring. 
 
Q Scoring zero for death on the way that you went through the examples with 
Ms Sullivan is going to add children to the morbidity complications outcomes which they 
never had.  You are going to be putting them in as if they had long periods of oxygenation 
at high inspirations for a large number of days with IPPV and that is wrong.  You are 
putting them into the wrong box by scoring zero? 
A I think we would agree to differ on the concept of scoring the measurement at that 
point. 
 
Q We do not agree to differ, we simply say you are wrong. 
A And I say you are wrong, which is my definition of agreeing to differ. 
 
Q We say it is a decision for clinicians and they did not want to give overwhelming 
weight to mortality because if they did do so it would have swamped the critical 
morbidity outcome? 
A The assertion it would have swamped the critical morbidity outcome is false – we 
have demonstrated that. 
 
Q We have not demonstrated that; we do not accept it. 
A Sorry, Dr Marsh and I have looked at the implications of one of the possible 
scoring systems that I mentioned – I did not only mention one, I mentioned that there 
were more than one possible system.  We have looked at that.  It is not, as a matter of 
fact, the case that it would have swamped the outcomes. 
 
Q We do not agree with you.  We say that this was a decision for clinicians as to 
where they wanted to give the weight.  They determined not to give the overwhelming 
weight to mortality but they did give it a high weight, hence 50 out of 184.5 for a relevant 
death but because what they were looking at was critical morbidity outcomes of the 
particular type of treatment in eight of the nine questions and factors were directed 
towards that, they were concerned that they should not give overwhelming weight to 
mortality and you by your proposal would be doing the opposite and that is not what they 
wanted and it is not the information they were seeking? 
A There are two matters of fact which I wish to record.  One is as a statement of 
fact, which I am sure Doug will be entirely capable of checking.  It does not 
overwhelmingly alter, because of the close paring, the results. 
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Q It could have when they were devising the score at the outset? 
A I am sorry, not from the description you gave me.  I thought you said they very 
carefully considered the fact that because of the pairings the anomalies were unlikely to 
arise, which suggests they would not expect an overwhelming difference. 
 
Q Let me ask you this by way of example as to what you would do in your model 
with this situation, and indeed it is a situation that arose in the trial.  What happens if a 
baby dies at 55 days – as you know, the cut-off point is 56 days.  Let us not even call it 55 
days, let us say 36 days, all right?  Its matched pair also dies but at 90 days? 
A Yes. 
 
Q And this did happen in the trial? 
A Yes. 
 
Q As you know, the termination of the study period is 56 days? 
A Yes. 
 
Q So that is the basis upon which you compare? 
A Yes. 
 
Q Going to your emotive language as to death being a better outcome or a worse 
outcome or whatever else, both of those babies are dead? 
A Yes. 
 
Q One of them is dead after a longer period of life but with very bad complications 
along the way, in other words more than 28 days of IPPV, highest rate of inspired oxygen 
more than 80 per cent, peak inspiratory pressures greater than 34 and pneumothoraces 
etcetera.  The other one, although it succumbs at 36 or 40 days, in fact during that period 
does not need IPPV and succumbs to a non-respiratory cause, both of them are in fact 
dead.   On your argument you would surely have the anomaly then that the dead one who 
died as a result of a lot of suffering and a longer period and lots of complications would 
in fact score higher than the one who died earlier and had no problems? 
A Are you saying the one who died later would score higher? 
 
Q Yes. 
A I would regard that as appropriate.  I do not--- 
 
Q That one had all the complications and the other one had none.  The one who dies 
at 36 days has no IPPV, no oxygenation for 28 days, no peak pressures, no 
pneumothorax, no nothing.  The one that dies at the 90 days has all of those things and 
has a horrible wretched life during those 90 days, struggles on and then dies of a 
respiratory cause.  You want to score that one higher, do you? 
A The reason I would want to score that one higher is that I like to think of the wider 
consequences of what I am saying. 
 
Q If that takes in complications, complications of IPPV treatment? 
A Am I permitted to… 
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Q I think I want to draw you back in to where we say your fundamental mistake is.  
You seem to have this idea that this is all about living and living is better than dying and 
if you live longer that is a better thing? 
A You asked me whether I thought it was a better thing and I have stated yes, I do 
think it is a better thing. 
 
Q And I have been trying to make it clear to you it is not what they were measuring 
here because a percentage were going to die in any event and that was not going to be 
affected.  If what they are measuring is what are the complications of treatment, surely it 
has got to be very wrong that the one who dies at 90 days after horrible complications of 
the treatment scores higher than the ones who dies at, even if it is 55 days, without those 
complications of treatment? 
A The reason I cannot accept that is that I spent quite a lot of time dealing with 
medical statistics where you had unexpected causes of death.  Therefore, I do not deem it 
impossible that you could have – I am not going to discuss the mechanism – a way in 
which you had a consistent result that what CNEP did was prevented the respiratory 
complications and everything else you had thought of but in some way you had not 
anticipated caused death early.  The reason I am willing to contemplate that is, for 
example, experience of cholesterol-lowering drugs, experience of albumen given to 
people who are seriously ill.  I am willing to computate that possibility and for that reason 
I do not think it is appropriate to say that if a child dies at 30 days that that should be 
given whatever language you wish to use – a higher treatment outcome score than a child 
who dies at 90 days.  That is my view. 
 
Q It may be me but I have not followed that as being the answer to the question I 
asked you, which is this.  In the context of a study where you were judging the 
complications of a particular invasive form of treatment and as scientists and clinicians, 
you were looking for information in respect of that.  Surely the information you would 
get from two pairs, one of whom dies at 50 days but has been doing brilliantly all the way 
along the line and then dies of some other complication of prematurity and one who dies 
at 90 days who has had the whole book in terms of the complications of this invasive 
treatment, surely as clinicians and scientists the information you want out of that is that 
one actually did better than the other while alive and did not suffer the horrible 
complications and that informs your study and indeed your learning as to the horrible 
complications of an invasive treatment? 
A No, I do not accept that because I accept the possibility that there might be a 
horrible complication that we have not thought of and therefore have not scored and it 
might be that unknown horrible complication which is causing the deaths.  That is why I 
do not accept it. 
 
Q Professor Hutton, that is where you are missing the whole point.  You do not seem 
to understand, no matter how many times you are told, that this is not about living or 
dying, this is not examining all treatments and all complications for children, this is only 
about respiratory treatments and respiratory outcome.  As I said to you, I think three 
times if I have said it once, all these children were getting all the same normal treatments 
for every other complication, the only differences between them was invasive or non-
invasive respiratory treatment.  So whether they have some other weird complication or 
whatever is irrelevant and the living and dying is not what was being judged.  Each death 
was looked at to ensure that there was not some unexpected CNEP-related cause and if 
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there was then that was acted upon.  I am putting to you two babies dying of prematurity, 
one of them may well have died of the complications of respiratory disease at 90 day 
days, in fact,  
I think the one who died at 90 days did indeed.  I am saying to you is it not right that you 
have the situation that the one who lives 50 days with no IPPV, no oxygen, no peak 
pressure scores higher than the one who has the horrible, horrible situation dies.  Or do 
you really say that living 30 days more entitles you to a higher score in a scientific study 
that has nothing to do with whether you live or die?  
A I would repeat what I think also has been a said number of times, that the list of 
the outcomes is not only respiratory and that I think it is essential and what was important 
about this trial in contrast, for example, to the Errington trial, is you recognise there might 
be harm and if you are sensible you recognise there might be unforeseen harm.  
  
Q They recognised that.  
A Imagine if what has actually happened is not that the two babies die, for example, 
but what actually happens is CNEP causes them to be paralysed from the neck down.  
That does not feature in this.  The reason I would be cautious about assigning values after 
death and the reason I would not accept an idea of saying if you are looking at 
neurological or respiratory or this you can be happy to score in a way that is not 
consistent with length of life is my experience of those kind of events.  I accept that you 
do not agree with me but my view is that in the uncertainty that is the reality of medical 
research I would not wish and I do not think it is appropriate to have a scoring system 
which scores in a way that you have described.  I would wish to  have a scoring system 
that left open the possibility that I did not know everything, left open the possibility that 
either I might not understand the cause of death, or, as I say, it might not be death, it 
might not be something I had anticipated and that I should be open to that possibility and 
I would regard - and I accept that we differ on this - I would regard length of life as 
probably the most important indicator, not to be likely disregarded.  I would be willing to 
accept two analyses, one of which gave cognisance to length of life and the other of 
which did not and used the score in this way---  
 
Q Can I interrupt you there, Professor Hutton, to ask this--- 
  
MS SULLIVAN:  Can she finish?  
A What I would be willing to do and what I think at about this date was being 
recommended by the Royal Statistical Society was that it was much better if you have a 
situation like that to do the one analysis in terms of survival, the other analysis in terms of 
the total outcome score.  Ideally you hope they give you the same answer in terms of 
treatment A is better than treatment B, or treatment B is better than treatment A, or 
perhaps there is no difference.  If they give you contradictory information that 
information is extremely valuable.  That would be my position.  I would never want to 
see something done where you did not give both those two pieces of information. There is 
a paper,  
I cannot remember the exact date, which states that.  That is my view, that you should do 
both.  
 
Q That is why I say I wish you had read Joe Raine’s thesis.  I wish you had 
understood that, in fact, they did.  They examined each death to ensure that there was not 
an unexpected cause of death, that there was not a CNEP related cause of death and, 
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indeed, across the whole trial and all the pairs and the deaths there was not an unexpected 
cause of death, CNEP cause of death or, indeed, anything that they were not able to 
explain.  So they were doing that, that was not what the scoring was about.  
A Have I have understood you correctly?  That was retrospectively, so that they 
prospectively knew there would be no unexplained cause of death?  
 
Q After each death the death was examined, mortality was being looked at both by 
the clinicians and those running the trial but also was being tracked by the statistician 
because he was, of course, filling in the forms and adding the data onto the computer and 
so they were doing exactly what you said but it is not something that needed to be 
reflected in the scoring system because, as I think you already agreed, the scoring system 
is a management device to tell you about the early stopping of the trial?  
A There is a distinction in what you have just said.  I agreed that the scoring system 
was used as a management device.   
 
Q Only.  
A It does not logically follow from that that I agree that it is appropriate to assign the 
weights after death in the way that they were assigned in this. 
 
Q They did not. 
A You regard me as wrong to make that statement.  I accept that.  
 
Q Professor Hutton, you are wrong for two reasons.  You are accusing them of 
assigning weights and scores after death but you are doing the same.  You in answer to 
questions 2 and 4 from Ms Sullivan said you would give zero, you were, therefore, 
scoring a dead baby as if it required greater than 80% oxygen--- 
A May I re-phrase?  
 
Q Let me finish.  You are scoring a dead baby, you gave your answer, it is on the 
transcript, you said score zero for question 4.  You are giving a dead baby a score when it 
is dead for having had greater than 80% oxygen pumped into its lungs for between eight 
and twenty seven days.  So you are scoring a dead baby.  
A I clearly did not express myself in the way I should do.  I apologise.  What I am 
saying is that it is necessary to score dead babies.  I disagree with the way in which dead 
babies have been scored.  I disagree with it because it is not even, in fact, missing a 
completely at random assumption.  It is an assumption about informative missingness 
which I think would be very difficult to create a model to justify.  
 
Q When I was about to interrupt you and Mr Forde said he wanted to the hear the 
end of what you said it was because you had said a few minutes ago, I hope my note is 
right, that you would want to reflect in a scoring system the length of life.  If that is what 
you said and I took it up correctly then I am suggesting that once again it is a fundamental 
misunderstanding by you of this trial and this scoring system because CNEP was not 
believed was going to cause death.  It was believed, as you have accepted from me, that 
the deaths on both sides were likely to be equal, as turned out to be the case.  Therefore, 
the length of life was not going to be related to the use of CNEP or not.  What it was 
going to be relevant to the use of CNEP or not were going to be the complications of 
chronic lung disease.  So putting a measure into this treatment outcome score for length 
of life was not material to these clinicians who were seeking to judge the morbidity 
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factors from an invasive treatment?  
A I am still of the view that it is material to this study to take into account length of 
life.  
 
Q They did not think so, they are the clinicians?  
A I accept that the clinicians did not think so.  
 
Q Are the clinicians not entitled to tell the statistician--- 
 
A No. 
 
Q ---that we do not to swamp morbidity with mortality because that will give us 
skewed information when only one in four or one in five dies?  We are interested in the 
outcomes of those who have long ventilation at high peak pressures and we want to make 
sure that our weighting reflects that.  Why are they not allowed to do that?  
A They are not allowed to do that because, from my point of view, that is a decision 
which is not purely clinical.   
 
Q Really?  
A It is a decision about the value of life and death.  
 
Q Is it?  Why?  
A I am well aware that you are stating that clinicians can make that statement quite 
simply.  
  
Q How is it a decision about the value of life or death?  They are saying that the 
value to our study --- the number who are going to die are going to die come what may, it 
is not going to be changed and that was proved to be case.  Therefore, what we are 
seeking to learn while they are alive and from those who live on is what is the outcome?  
Are we going to be kinder to them?  Is it going to cause them less suffering by using one 
form of ventilation rather than sticking a plastic tube down their throat causing them pain 
and the risk of complications?  Why are you putting this into the terms value of life or 
quality of life?  These are scientists who are seeking answers to specific questions in 
respect of complications of a plastic tube down a throat.  
A These are scientists who are carrying out an experiment---  
 
Q No, it is not an experiment.  
 
MS SULLIVAN:  Can she finish, please?  
A Well, I would be fascinated to know what Doug Altman’s definition of an 
experiment is in that case.  
 
MISS O'ROURKE:  It is a study.  
A These are scientists who are carrying out a randomised controlled trial on small 
infants.  Those are circumstances which it was made entirely clear in Germany in 1900 
and subsequently are not a matter simply for clinical decision.  
 
Q This is your view as an ethicist, is it?  
A Those are circumstances in which I do not think, and I accept that you might 
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interpret GMC code differently, I do not accept that it is entirely a clinical decision how 
you are going to assess the outcomes of study and what the value of that study is. I do 
think it is a decision which also requires you to think about the risks and harms associated 
with that study and that the assessment of the probabilities of risks and harms is one of 
the things that statisticians and, indeed, the general public do.  
 
Q It is not.  It is a decision for clinicians who are doing scientific study as to what 
data will assist them to reach conclusions or otherwise as to two different modalities of 
treatment when mortality is highly unlikely to be affected by the two different modalities 
of treatment but, on the other hand, complications are and it is entirely for them to say to 
a statistician we want to weight morbidity higher than mortality because we know that a 
number will die on both sides and we, therefore, want to make sure that mortality is not 
given a score that would overwhelm or swamp the morbidity factors because they are the 
ones that we are interested in and they are the ones that we think scientifically will occur. 
 That is a clinician’s choice.  It is for someone who has medical qualifications, who is a 
consultant paediatrician and who knows the implications for his patient in total.  
A That is, in the way you put, it is a clinician’s choice how to do that and that is 
precisely one of the reasons that we have the expression Nazi Germany and we --- Nazi 
medicine and we have the expression Nuremberg.  
  
Q How is this Nazi medicine?  These children are being treated exactly the same as 
the control group save that they are being given a probably kinder form of treatment 
because they are not having the tube stuck down their throat that could cause them 
complications because it is misplaced and it could be fatal, or infections, or any of the 
other complications of having a tube down your throat for a period of time.  How is this 
Nazi Germany?  
A This is Nazi medicine in the sense that some, by no means all, some German 
doctors in Germany went ahead of the politicians and decided that to live with handicaps 
was not desirable and that people with handicaps that it would be kinder to them not to 
subject them to an ongoing life with those handicaps.  That is what I am commenting on.   
I do not believe that it is a purely clinical decision.  I agree there is a clinical element.  I 
do not agree that it is a purely clinical decision to decide that it is kinder for this person to 
die than to continue this life.  
 
THE CHAIRMAN:  Sorry to interrupt, Professor Hutton, I think we are straying from the 
point a little.  The issue which is being discussed is not whether it is appropriate to 
choose between life and death.  The question is whether it is appropriate to have chosen 
the particular scoring method.  There is no dispute in this case, as Miss O’Rourke has put 
to you, that the children in the respective modalities here in all respects were given forms 
of treatment appropriate to the condition they were in with the one exception that if they 
were suffering from respiratory disease they were randomised into standard treatment 
with positive pressure, or negative pressure for CNEP.  The only point which we are 
interested in at the moment is whether in relation to a child who did die the scoring 
system which was applied in relation to that child was a valid one.  It is not about making 
choices between whether --- we are not in the area of clinicians making choices of 
whether it was better for someone to live or die.  We simply are not. 
A The question though is what you mean by valid.  Valid to whom for what 
purpose?  
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THE CHAIRMAN:  What is being put to you is that on this scoring system, if we look at 
question 2, what is being put is if a child was not given positive pressure treatment at all 
then regardless of whether it died at one day or 55 days within the period in which the 
trial was operating what is being suggested to you is that it is appropriate to give that a 
high score because it did not receive any positive pressure treatment.  The suggestion 
which was being put to you is that in your evidence you said you would have given that a 
zero score. 
A I said that that was one possible score. 
Q Yes, and Miss O'Rourke was asking you to explain how that would be better than 
what was actually done. 
A As I say, it depends on what your concept of validity is and, as I say, whether you 
want to say that the only relevant concept of validity is clinical or clinical and statistical.  
The reason I would say, or whether you say the concept of validity of score is also 
relevant to the people who will be receiving the treatment, the reason I would say it is not 
statistically valid is, as I say, it is not statistically…  The statistically created equivalent 
classes do not conform to what is understood as good practice in dealing with informant 
and missing data. 
 
THE CHAIRMAN:  I am being reminded that if I used the word “validity”, I am wrong 
because the question is whether it was appropriate --- 
 
MISS O'ROURKE:  You will remember that the validity charge was in fact deleted on 
day two or whatever day it was. 
 
THE CHAIRMAN:  Yes, I am sorry.  It is whether it was appropriate.  I apologise for that 
interruption. 
 
MISS O'ROURKE:  No, sir, it is very helpful. 
 
THE CHAIRMAN:  It seemed that by referring to the Nuremburg principles we were 
actually straying way beyond what we are actually trying to address. 
 
MISS O'ROURKE:  However, sir, I would like to follow that up with one question to 
knock it on its head. 
Q Your code of conduct that you have provided, Professor Hutton, states the 
following in paragraph 6, headed “Duties to employers and clients”: 
 

“Views or opinions based on general knowledge or belief should be 
clearly distinguished from views or opinions derived from the 
statistical analysis being reported.” 
 

Can I suggest this to you: that the views you have just given in relation to Nazi Germany 
and Nuremburg and experiments and quality of life et cetera relate to your personal 
beliefs, some of which I think you expressed yesterday when you talked about suicide 
still being considered to be a sin, and what you said about euthanasia, we should 
distinguish your personal beliefs from opinions that you were going to give based on 
statistical analysis being reported.  I am asking you questions about statistical analysis 
being reported and I am asking you about clinicians making decisions that the best 
information they need to help them better treat their patients in the future in respect of 
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chronic lung disease is information about morbidity, and where mortality is going to be 
the same --- 
 
MS SULLIVAN:  Could Miss O'Rourke please ask questions rather than make speeches. 
 
MISS O'ROURKE:  That is what I am asking. 
 
MS SULLIVAN:  It is very difficult for the witness to follow. 
 
MISS O'ROURKE:  That was a question. 
Q Should we distinguish, please, and can we distinguish your personal beliefs from 
what you are meant to be giving us an opinion on, which is statistical analysis, and if we 
do that, we can ignore what you said about Nazi Germany, about Nuremburg and about 
the duties of clinicians and we can instead focus on statistical analyses, which I have been 
putting to you, and figures where you cannot explain how zero is the right answer? 
A May I point out that, in statistical terms, what you have just done is called 
selective reporting?  There are five heads.  You cannot just select the one that --- 
 
Q You mean the questions? 
A No.  What I am saying is --- 
 
Q In your code of conduct, are you talking about? 
A Yes. 
 
Q Right.  I thought you were talking about the questions. 
A What I would like to say is that I suggest we accept that what I think is 
appropriate and what you think is appropriate, disagree. 
 
Q No.  Can we put it this way: that what you have been expressing are your personal 
beliefs in quality of life, your personal beliefs in Nazi Germany, experimentation in 
clinical trials, and they are not something that this Panel should give any weight to 
because you are here to give your views and your opinions derived from statistical 
analysis which has been reported on? 
A I am here also to think about the consequences of statistical decisions. 
 
Q But it is important that you distinguish your personal views – your code of 
conduct says so – and can we take it that what you have said about Nazi Germany et 
cetera and clinicians and what they should and should not do represents your personal 
views? 
A I regard that as part of my professional responsibility to think about the 
consequences of scoring systems. 
 
MISS O'ROURKE:  Sir, I note the time.  I have at least another hour of questions, I am 
sorry to say, because I have had points put to me by my experts in emails and otherwise 
that I really am going to have to plough through.  I am conscious therefore that there may 
be other questions.  Mr Forde has a few more questions because, of course, he parked his 
case yesterday, and I do not know whether Mr Foster has any; it looks as though he may 
have.  Obviously there will be re-examination and Panel questions.  I am in your hands as 
to what you want to do.   
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On any view, we are not going to finish this witness’s evidence tonight and she will have 
to come back again.  I am happy to plough on for another half an hour or 45 minutes, or 
whatever you wish me to do, but I do not think I am going to finish tonight unless you are 
going to sit until 6 o'clock, and in any event we will not finish this witness.  I simply flag 
that up now before I move on to the next topic.  I am about to put to her alternative 
scoring systems and why they were rejected.  I have my expert and indeed my statistician 
telling me what else they considered, giving five examples of why it was wrong, and I am 
about to move to those points next.  That topic alone will take me 25 minutes.  Depending 
on the answers, it could take half an hour, if I do not get the answer and I have to put the 
question again. 
 
THE CHAIRMAN:  Obviously a consideration here is Professor Hutton’s ongoing 
availability. 
 
THE WITNESS:  I am certainly available until six this evening.  I will try to be brief.  
The next time I would be available would be next week. 
 
THE CHAIRMAN:  Do you know when you might be available next week? 
A I could be available on Monday.  I shall do my best to be extremely brief. 
 
THE CHAIRMAN:  We have been going for an hour and 20 minutes since the last break 
in any event, or thereabouts.  Shall we take another break now until 5 o'clock?  If we were 
able to contemplate finishing this evening by sitting later than 6 o'clock, we could 
certainly consider doing that, but if the view was that for the remaining  
cross-examination, any re-examination and potential Panel questions, we may be here 
until 10 o'clock this evening, then I think that would be unreasonable, not only in terms of 
everybody but also from Professor Hutton’s point of view giving evidence.  If we think 
that we might complete it by, say, 7 o'clock or something like that, then that might be a 
possibility, but if that is judged to be a complete impossibility, then there is nothing to be 
gained by flogging ourselves today and --- 
 
MISS O'ROURKE:  Sir, that is why I was making the point.  I am going to be another 
hour, and that is going to depend on the professor answering my questions as opposed to 
telling me other things that she thinks might be interesting.  Then, of course, it is a 
question for the others as to how long they are likely to take, whether the Panel have any 
questions, and then, of course, we might have questions arising out of the Panel’s 
questions, plus re-examination. 
 
MS SULLIVAN:  Sir, shall we discuss the practicalities during the break that you have 
suggested? 
 
THE CHAIRMAN:  Yes, we will take a break anyway and come back at five-past-five 
and see where we go from there, and that will give me an opportunity to have a word with 
my colleagues as well. 
 
MR FORDE:  Sir, can I make it clear that I am very happy for Ms Sullivan to speak to 
this witness, although she is on oath, about her availability, because one factor might be 
what part of Monday she is available for and for how long, because we want to try to 
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avoid a return which is of too short a duration.  I am also conscious of the previously 
expressed view to get through this witness’s evidence before we start the ethicist, and 
again I am not sure how that affects the situation. 
 
THE CHAIRMAN:  Perhaps you could also consider that during the break. 
 
MR FORDE:  We can discuss that. 
 
THE CHAIRMAN:  In view of the discussions that we have had about the distinction that 
we are choosing to make between statistics and ethics, I am sure that the Panel, along 
with everybody else, could make the mental adjustment if we were to start with Dr 
Nicholson tomorrow and then interpose Professor Hutton again.  I am sure that we could 
cope with that. 
 
MISS O'ROURKE:  Sir, I would obviously need to confer with my colleagues but I think 
we could cope with it if it was Dr Nicholson’s evidence-in-chief.  I would hate to start 
cross-examining him and then go back on Monday morning to cross-examining Professor 
Hutton, because I think I might find that a bit too challenging.  On the other hand, if he 
was to give his evidence-in-chief tomorrow and we stopped before any cross-
examination, that would be a neater way to finish off Professor Hutton and then put him 
in the box to be cross-examined. 
 
THE CHAIRMAN:  Shall we discuss that among ourselves in the break?  In some 
respects, that would be a perfectly sensible way to go about it.  It is looking as though we 
may be heading for a situation where we come back and say that enough is enough for 
today, we start with Dr Nicholson tomorrow and take his evidence-in-chief, and I assume, 
Ms Sullivan, that he is available into next week as well? 
 
MS SULLIVAN:  Yes, sir, he is. 
 
THE CHAIRMAN:  So it looks as though we may have a plan that we could implement, 
but let us take quarter of an hour now and discuss it further when we come back. 
 

(The Panel adjourned for a short time) 
 

MS SULLIVAN:  Sir, if counsel agree about nothing else, I think we do agree that it 
would probably be sensible to draw a line now rather than sit on much later.  I know that 
Professor Hutton has had a long day, having already been to London today.  Sir, what we 
therefore propose is that we release Professor Hutton now, if you agree, to come on 
Monday when she is available potentially all day, but we would hope that we would not 
need her for all that time, and then tomorrow I would anticipate calling Dr Nicholson  
in-chief and then perhaps he could be cross-examined after Professor Hutton has finished, 
whenever that is next week.  Sir, that is the proposal, subject of course to your approval. 
 
THE CHAIRMAN:  Is that an agreed position?  (Non-verbal assent)  It is also a decision 
to which we came to independently on exactly the same lines but, of course, subject to 
confirmation of the premises on which it was being made, namely Professor Hutton’s 
availability on Monday.  On that basis, we will do just that.  We will call a halt to the 
proceedings now and return tomorrow at 9.30 for Dr Nicholson’s evidence-in-chief, and 
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if you complete that before the end of tomorrow, which I would imagine is probably 
likely, is it, Ms Sullivan…? 
 
MS SULLIVAN:  Yes, sir, I do not see any difficulty with that.  I have given it some 
thought. 
 
THE CHAIRMAN:  I am thinking of a 3.30 finish tomorrow in any event. 
 
MS SULLIVAN:  Yes, I am optimistic. 
 
THE CHAIRMAN:  Good.  Professor Hutton, we will look forward to seeing you again 
on Monday, and that seems to resolve the next stage of the case.  We will adjourn now 
and meet again tomorrow at 9.30.  Thank you all very much. 
 

(The Panel adjourned until 9.30 a.m. on Friday, 13 June 2008) 
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THE CHAIRMAN:  Good morning, everyone.  We continue with the case of Dr Spencer, 
Dr Southall and Dr Samuels.  Ms Sullivan.  
 
MS SULLIVAN:  This is Dr Nicholson, sir, who is here now, sir.  Sir, could I just 
indicate before Dr Nicholson is sworn, he has been suffering from he believes bronchitis 
and migraine.  Sir, what I have indicated to him is that we intend today to go through his 
evidence in-chief, which may well be a wise course in view of how he is feeling.  I have 
said that if he does need to have a break, perhaps he could indicate to you so that we can 
take a short break.  
 
THE CHAIRMAN:  Thank you.   
 

RICHARD HUGH NICHOLSON, sworn 
Examined by MS SULLIVAN 

 
Q Dr Nicholson, would you begin by telling us your full names, please?  
A Richard Hugh Nicholson.  
 
Q Dr Nicholson, you have produced a curriculum vitae and I am going to ask that 
copies of that be distributed.  (Same handed to the Panel)  
 
THE CHAIRMAN:  That will be C15, Ms Sullivan.  
 
MS SULLIVAN:  Thank you, sir.  (To the witness) Dr Nicholson, we can see from your 
CV I think that you qualified in medicine in 1974.  Is that right?   
A That is correct.  
 
Q Then from 1975 through to 1984, what did you do?  
A For the most part I was doing junior hospital jobs to begin with in paediatrics.  
I also was a registrar in paediatric autology.  I then spent three years as part-time clinical 
medical officer, while also being a Leverhulme research fellow running a working party 
looking at the ethics research with children.   
 
Q Yes, in fact, during the time when you were practising as a doctor, did you 
develop a substantial interest in medical ethics?  
A The interest developed pretty well as soon as I became a medical student, after 
I changed over from reading chemistry.  
 
Q Then were you involved, from 1971 until 1989, in the running of any particular 
group which was dealing with ethics?  
A There was a group in London called the London Medical Group which put on 
lectures and conferences and meetings for medical students, particularly to allow them to 
discuss issues in medical ethics.  By the time I was involved in it it was putting on 50 
meetings a year, so it was the main way in which any London medical student could get 
some training in medical ethics.  Out of that developed the Society for the Study of 
Medical Ethics, which then became the Institute of Medical Ethics.  I remained involved 
with it all the way through.  
 
Q How regularly did it meet?  
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A The London Medical Group met twice a week during term time.  
 
Q Over what period of time?  
A The London Medical Group existed from 1963 until 1989.  
 
Q You indicated that you acted as a research fellow at one point in time?  
A When I was a junior doctor I was concerned at the poverty of the discussion of the 
ethics of research and particularly research on children.  I therefore suggested to the 
Institute that we really ought to set up a working party to look at this whole issue.  From 
1980 onwards I was involved first in getting the working party set up and then from 1981 
I was secretary or research fellow for the working party.   
 
Q Did it report in due course?  
A It produced a report, most of which I wrote in - which was published in 1986 by 
Oxford University Press.  
 
Q Was that entitled "Medical Research with Children - Ethics, Law and Practice"?  
A Yes.  
 
Q At what stage did you give up clinical practice?  
A I gave up clinical practice in 1984. 
 
Q Did you thereafter remain on the medical register?  
A Until 1999.  I felt after 15 years out of practice that I was not likely to go back 
into clinical practice.  The only possible benefit of remaining on the register was to allow 
me to continue to prescribe and I thought that that was dangerous, so I came off the 
register.  
 
Q You have indicated when you gave up clinical practice.  We see from your 
curriculum vitae reference to the Bulletin of Medical Ethics.  What was your involvement 
with that?  
A When I was writing the report for the working party on the ethics and research 
with children, people said they liked the way in which I wrote about ethical issues and 
they suggested that since the only journals available were largely full of second rate 
American philosophy and were not of great interest to doctors, that they thought it would 
be a good idea to set up a more accessible journal that doctors and other health care 
workers and lay people might be interested in reading.  
 
THE CHAIRMAN:  Ms Sullivan, can I just interrupt for a moment?  The gentleman at 
the back in the sunglasses appears to be chewing gum very vigorously, moving and 
smiling.  I am finding it distracting because I can see you over the shoulder - please could 
you keep still?  Sorry, Ms Sullivan.   
 
MS SULLIVAN:  Dr Nicholson, I think you were just explaining about ---  
 
THE CHAIRMAN:  I am sorry.  I want you to stop chewing gum in that vigorous manner 
because it is very distracting to see your mouth moving all the time.   
 
MS SULLIVAN:  Dr Nicholson, I wanted to ask you about - I think I was asking you 
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about the Bulletin of Medical Ethics and when it was that you became involved with that. 
  
A From the start, I started work on setting it up in 1984.  The first issue came out in 
1985 and I have been editor of it ever since.   
 
Q In 1989, did your relationship with it change, so to speak?  
A The Institute of Medical Ethics almost went bust and decided it could no longer 
support the journals that it was involved with, so I took on the bulletin independently.  
 
Q Has the Bulletin of Medical Ethics been published since that time?  
A It has been published regularly until 2006.  At the moment I am no longer 
publishing it regularly, although I do still intend to produce one or two more issues.  
 
Q I want to ask you in particular, Dr Nicholson, about your involvement in research 
ethics because this Panel is obviously concerned with a trial, a research trial.  Since 1985, 
have you served on a number of different research ethics committees?  
A Yes, I have.  
 
Q How many have you served on?  
A I am now on the fourth research ethics committee that I have served on.  
 
Q Has that been continuous throughout that period or not?  
A No, it has not been continuous.  In the late 1980s I spent about between two and 
three years on an Ethics Committee at a private hospital in London that was trying to 
supervise an assisted reproduction centre there.  Then in 1997 I joined the London 
Multicentre Research Ethics Committee when it was first established and remained on 
that for eight years.  Then I was asked to set up and chair a research ethics committee for 
Queen Mary University of London, which I did for a couple of years.  Now, for a 
complete change, I am on the Ethics Committee of the University of the Arts, which deals 
certainly with a lot of social science, but is a different challenge from medical research 
ethics committees.   
 
Q Are you familiar with the guidance which is applicable to various research ethics 
committees from 1989 through to the early 1990s, which is the time with which this Panel 
is concerned?  
A Yes, I am.  
 
Q Have you been involved in training research ethic committee members in any 
way?  
A From 1992 I was involved in what was at that time the only training conference 
that occurred once a year in Cambridge for research ethics committee members.  I was 
lecturing on it, running workshops, that sort of thing.  Then from about the late 1990s 
onwards I started running my own courses.  I was able to offer training to research ethics 
committees in situ, so I would go to see one or two or three committees gathered together 
and give them a training day.   
 
I have also been lecturing on the training courses for research ethics committees that 
Kings College London run and for the last year I have been directing their programme of 
training. 
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Q Yes and I think you also have undertaken surveys of the work of research ethics 
committees? 
A The first survey I undertook as part of the research programme for the Institute of 
Medical Ethics Working Party at that time nobody knew even how many Ethics 
Committees there were so first I had to locate them and then send them a substantial 
questionnaire which just over two-thirds of them replied to and then once the guidance in 
the Red Book, the Department of Health’s booklet on local research ethics committees, 
became available which required them the ethics committees to produce annual reports, I 
started collecting the annual reports and on two occasions analysed what they showed. 
 
Q We have set out on your CV C15, Dr Nicholson, the various material that you 
have published in relation to medical research and ethics and that goes over on to page 2 
of your CV.  Can I ask you just more specifically about your involvement as far as 
paediatric ethics is concerned?  From 1988 to 1996 were you a member of the British 
Paediatric Association’s Ethics Advisory Committee? 
A I was.  
 
Q Did you write with I think another member their guidelines for the ethical conduct 
of medical research involving children? 
A I did. 
 
MR FORDE:  I hesitate to interrupt but one of the issues we have with this gentleman’s 
evidence is the state of the art at the relevant time and there have been a couple of 
occasions when he has given answers that are not time specific.  I just wonder whether he 
could be encouraged to give very time specific answers.  For instance, he has mentioned 
the Red Book and annual reporting.  I would like to know which year he says that that 
requirement became part of any standard, whether it be national or local. 
 
MS SULLIVAN:  Yes, that is a fair point.  I was going to come to that when we deal with 
the literature in volume 1 but as it has been asked now I am sure Dr Nicholson can help 
us as to that. 
 
THE WITNESS:  The Red Book was published in the summer of 1991. 
 
MS SULLIVAN:  Thank you.  I was asking you about your involvement, in fact, with the 
British Paediatric Association’s guidelines.  You say they were published in 1992 and I 
just want to ask you this in terms of your expertise in this area, Dr Nicholson.  In 1997 
did you set up the Association of Research Ethics and chair it until 2002? 
A I did.  That was as a result of one of the analyses of annual reports of research 
ethics committees which showed that many of them were facing identical problems but 
trying to do it individually and it seemed to me sensible to try and get them together to 
talk through their problems together.  
 
Q Are you a member of the European Union’s Panel of experts on ethics review? 
A I am. 
 
Q Do you hold a US qualification for chairman of ethics review committees? 
A I do. 
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Q Does anyone else hold that, so far as you know? 
A Nobody else in Europe holds it, no.  
 
Q I think that deals, I hope, with your qualifications and experience of ethics, Dr 
Nicholson.  Have I covered that or is there anything else that is of relevance to this Panel 
in assessing your expertise? 
A I think that is adequate.  
 
Q You prepared a report for the purposes of these proceedings which is dated 14 
March 2008.  Do you have that in front of you? 
A I do.  
 
Q Because I am going to ask you about various aspects of it but I think you are 
aware the Panel does not have your report, so we will need to go through carefully what 
you haves to say.  The first issue that I want to investigate is this, is what regulation there 
was for medical research up to and including the period of the CNEP trial because, of 
course, this Panel, as you will appreciate, has to judge any conduct by the standards that 
applied at that time, not any standards that have subsequently come into being.  I wonder 
if we could first of all, then, just identify this material and the relevant parts of it as I see 
it?  If you could just be handed file 1, if you go behind tab 2, Dr Nicholson, what is 
behind this tab is various material and guidelines which you have annexed to your report 
put into chronological order so that we can see what was in existence at any particular 
time.  We start off behind tab 2 at page 26- the page numbers are rather difficult to see – 
with the Nuremberg Code, the date of that, Dr Nicholson, being? 
A 1947. 
 
Q Does that set out the conditions necessary for research on human subjects to be 
lawful? 
A In the opinion of the three senior American judges who constituted the tribunal at 
the doctors’ trial at Nuremberg which ran for a year from 1946 to 1947 and this was a 
section of their Judgment.  
 
Q Yes and it is a section that deal, as we see in the first paragraph, with the question 
of consent.  Is that right? 
A That is right. 
 
Q So we see it indicating that: 
 

“The voluntary consent of the human subject is absolutely essential.” 
 
Is that right? 
A That is right.  
 
Q It goes on to say: 
 

“This means that the person involved should have” 
 
and I am just going to drop a few lines there down to the sixth line, the person should 
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have: 
 

“...sufficient knowledge and comprehension of the elements of the 
subject matter involved as to enable him to make an understanding and 
enlightened decision.” 

 
Does it go on to say: 
 

“This latter element requires that before the acceptance of an 
affirmative decision by the experimental subject there should be made 
known to him the nature, duration and purpose of the experiment; the 
method and means by which it is to be conducted; all inconveniences 
and hazards reasonably to be expected; and the effects upon his health 
or person which may possibly come from his participation in the 
experiment.” 

 
A Yes.  
 
Q Does it then go on to say: 

 
“The duty and responsibility for ascertaining the quality of the consent 
rests upon each individual who initiates, directs or engages in the 
experiment.  It is a person duty and responsibility which may not be 
delegated to another with impunity.” 

 
A It is a tough requirement. 
 
Q I think we can turn from there, unless there is anything further on that page that is 
relevant, Dr Nicholson? 
A I would merely say that this requirement that the risks and hazards of research 
should be told to the potential research subject beforehand did not start with the 
Nuremberg Code.  This was already present in various other guidelines and directives in 
various countries in Europe already before the Nuremberg trial. 
 
Q Yes.  I think you highlighted that in your report but I think as far as we are 
concerned probably going back to 1947 is early enough for our purposes.  Then I think 
we find what follows on page 27 is the Declaration of Helsinki, Dr Nicholson, and would 
I be right in thinking that it is in fact the 1975 version which appears at page 28 which 
would have been in force at the time of the CNEP trial? 
A It had been modified slightly by then.  There had been a couple of small 
amendments which I think were in 1982 and 1989. 
 
Q Do not worry.  
A But the basic test of the Declaration of Helsinki was still the 1975 version. 
 
Q Yes, and if we turn over to page 29 – this is the numbers in the top right-hand 
corner for your purposes – do we see again a reiteration of the importance of consent?  I 
am looking at paragraph 9? 
A That is right.  
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Q Which says; 
 

“In any research on human beings, each potential subject must be 
adequately informed of the aims, methods, anticipated benefits and 
potential hazards of the study and the discomfort it may entail.  He or 
she should be informed that he or she is at liberty to abstain from 
participation in the study and that he or she is free to withdraw his or 
her consent to participation at any time.  The doctor should then obtain 
the subject’s freely-given informed consent, preferably in writing.” 

 
Then an indication, I think, in paragraph 10 about the need for caution if the patient is in a 
dependent relationship with the doctor and then in paragraph 11 the issue of a subject 
who is a minor is dealt with where it is indicated that: 
 

“… permission from the responsible relative replaces that of the 
subject in accordance with national legislation.” 

 
Are those the key parts of that Declaration, Dr Nicholson? 
A They are, yes. 
 
Q Could I ask you the just to turn over to page 30 in the bundle.  We see here from 
pages 30 through to 52 proposed international guidelines for biomedical research 
involving human subjects and we have a date at page 30 of 1982.  Were these proposals 
ever in force, Dr Nicholson?  Can you just help as to that? 
A They were guidelines.  They were not given the force of law in any country but 
they were adopted by the WHO of which CIOMS is a sort of loosely related part that 
deals amongst other things with ethical issues. 
 
Q Does it reiterate the principles that we have seen in relation to consent, for 
example?  
A It does at page 24.  It has a section on obtaining consent from children.  
 
Q Yes, I think if we can use the page numbers?  
A Sorry, page 44 in the bundle.  
 
Q So it sets out the fundamental principles of research involving children?  
A Yes.  
 
Q I think though we can probably turn on, Dr Nicholson, to page 53.  Is this your 
publication to which reference was made earlier?  I am sorry the numbers are difficult 
because of the photocopying is dark at the top.  It is the page in front of page 54.  
A It is the title page of my book.  
 
Q The title page of your book?  
A Yes.  
 
Q Which we see was published in 1986?  
A Yes.  
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Q And is a report of an Institute of Medical Ethics Working Group on the ethics of 
clinical research investigations on children.  I would just like to see what that dealt with a 
moment, Dr Nicholson.  We see you dealing with information for consent at page 54.  We 
have not got everything here but we have consent itself at page 57 and a chapter entitled, 
page 58, “Summary and Conclusions”.  We will come back to some of these in the 
context of the allegations in this case.  Does it deal, just so that we can note it for current 
purposes, at page 63, it is in the section that deals with decisions and follow up, do you 
see that?  
A Yes, I do.  
 
Q It deals with the Committee, that is the Research Ethics Committee: 
 

“…will expect to be informed immediately of any adverse events 
occurring in an approved research project.”  

 
Is that right?  
A That is right.  
 
Q And also that: 
 

“Investigators are encouraged to approach the Committee or its 
Chairman at any time during the course of a project if either 
problems arise or a change in the original protocol becomes 
necessary.”  

 
Then we have following that portion of your publication, Dr Nicholson, at page 65, this is 
65 through to 118, we see here a publication called “Research Involving Patients” which 
was published by the Royal College of Physicians of London in January of 1990?  
A That is correct.  
 
Q In fact, I think we see at page 67, Dr Nicholson, that you gave oral evidence?  
A I did, yes.  
 
Q Prior to the publication of this document.  In terms of when it was published, it 
was January of 1990.  So this was in existence at the time of the CNEP trial?  
A It was.  
 
Q We will come back and look at its contents but wonder if we could just have a 
look at page 71 in the top right-hand corner, which again is difficult of see, I am afraid, it 
is two pages after 69.  We see in paragraph 1.3 there, Dr Nicholson, it is part of the 
introduction but we see it being indicated that we, that is the Royal College: 
 

“…have produced guidance which is intended for all concerned 
including patients, researchers, doctors, nurses and other health 
workers, sponsors of research, Research Ethics Committees and the 
institutions in which the research takes place.”  

 
It also refers to the general public finding it useful as well.  Does that give an indication 
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of the intended audience for this publication?  
A I think it does because the Royal College of Physicians was the one medical body 
that took seriously the need for advice on research ethics from a relatively early point.  
The first Research Ethics Committees were set up in 1966 in response to a US public 
health service requirement that all research funded by the US public health service be 
subject to prior ethical review.  There were one or two places in Europe that US public 
health services funds including University College Hospital, London, Karolinska Institute 
in Stockholm, so they set up Ethics Committees.  The Chairman of the Ethics Committee 
at the University College Hospital, London, Dr Desmond Lawrence, was very keen that 
this Committee ran effectively and that it be supported and as a leading fellow of the 
Royal College of Physicians he got the Royal College of Physicians to produce a series of 
guidance starting from 1967 onwards.  So certainly right up the mid-1990s people tended 
to rely on the Royal College of Physicians’ guidance as the most universally accepted in 
the UK.  
 
Q If we go back to page 67 a moment we see that the British Paediatric Association 
was involved in giving oral evidence to the working party who produce this report?  
A Yes.  
 
Q We have your name lower down and then we have, I think, the names of two 
people who gave oral evidence and one gave written evidence on behalf of the British 
Paediatric Association?  
A Professor Colin Normand at the time was Chairman of the British Paediatric 
Association’s Ethics Advisory Committee.  
 
Q If we could just go back to where we were, to page 71, so the introduction, where 
we were just looking at who the guidance was intended for, could I just ask you to have a 
look and the Panel to have a look at 1.4 which indicates: 
 

“This report should be read in conjunction with the Royal College of 
Physicians’ Guidelines on the Practice of Ethics Committees in 
Medical Research Involving Human Subjects.”  

 
So was that intended to go hand in hand or not with this publication?  
A Clearly it was intended.  They were both published on the same day but they just 
concentrated on slightly different sides of the issues.  One on the practical issues for 
Research Ethics Committees and this document rather more on the basic principles that 
should be followed.  
 
Q This document we see deals with various issues in relation to consent particularly 
and the other fundamental principles involved.  So could we therefore just turn on to look 
at that second document that was published also in January which we will see starting at 
page 119.  So again we see there published by the Royal College of Physicians in January 
of 1990 and entitled “Guidelines on the Practice of Ethics Committees in Medical 
Research Involving Human Subjects.”  Just so that we can see what sort of issues were 
contained within it if we look at page 127, first of all, can we see an indication there of 
the intended audience for this?  
A It is clearly intended primarily for the Research Ethics Committees.  
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Q To whom was this available?  
A To anybody who wanted to buy it.  Certainly the Royal College of Physicians 
made it available widely to the medical and, I suspect, national press.  Clearly anybody 
who was a member or fellow of the College would be aware of its availability.  What I do 
not know is whether it was distributed to all members or fellows of the Royal College of 
Physicians.  When the British Paediatric Association Guidelines were produced they were 
distributed to all members of the British Paediatric Association and I am not sure whether 
the Royal College of Physicians followed the same practice.  
  
MR FORDE:  Could it be made clear that that was in 1992, the paediatrics?  
 
MS SULLIVAN:  Sorry, which document? 
  
MR FORDE:  I have already expressed concern.  This witness has got to understand that 
crucial to his evidence is the state of the art.  There is no suggestion thus far that any of 
these materials have been specifically made available to clinicians rather than Ethics 
Committees and when he throws in a comment about the British Paediatrics guidance 
being circulated to members of the paediatric community would he please indicate, 
because we have it in this bundle, or aspects of it in the 290s, that that was in 1992?  This 
Panel is dealing with an application made in November 1989.  
 
MS SULLIVAN:  We will come to that in due course but there is no mystery about the 
dates.  
 
MR FORDE:  There is for the Panel at the moment.  
 
MS SULLIVAN:  I am going to ask the question.  Can you help us with the dates,  
Dr Nicholson? 
A The British Paediatric Association guidelines that I have just mentioned, yes, were 
published in 1992.  
 
MR FORDE:  Thank you.  
 
MS SULLIVAN:  So we are looking at the guidelines that were published in 1990. That 
is where we were.  I just asked you to whom they were available, you answered that.  It 
might just help if we go to page 128 a moment just so that it can be seen for how long 
Research Ethics Committees had been in existence because this is really the first we have 
heard about the history of them, Dr Nicholson.  Do we see from paragraph 1.2 there that 
they really developed from 1967 onwards?  
A Yes.  The very first ones were set up in 1966 but the advice of the Royal College 
of Physicians meant that fairly soon afterwards from 1967 onwards they were set up in 
considerable numbers.  
 
Q I would like you to turn on, please, to page 139 within the guidance where there is 
a reference to monitoring.  Do you see that at the top of the page, 7.8?  
A I do.  
 
Q Where it is indicated that: 
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“…it is impracticable for an Ethics Committee to monitor in detail 
the conduct of ongoing investigations…”  
 

but saying Committees should not lose contact and that there should be some 
form of follow up and does it also indicate in the last sentence, in fact, the 
penultimate line: 
 

“Information on any adverse events should be sought”?  
 

MR FORDE:  Could you take the next paragraph, 7.9, please. 
 
MS SULLIVAN:  7.9: 
 

“It has been suggested that a selection of patients should be 
circularised for their views on the research and its outcome for them. 
 We are not aware of any reported experience of this being done”. 
 

A Correct.  At that time it had not been done, as far as I am aware. 
 
Q Yes.  Then can we go on, please, within this bundle to page 141. 
A Just before we go to page 141 could I also point out the first sentence of paragraph 
7.10 about the reporting of adverse events. 
 
Q  

“Applicants should be told in any guidelines or forms issued that 
adverse events should be reported and a reprint of a publication 
arising from work sent to the Committee”. 
 

MR FOSTER:  And the final sentence. 
 
MS SULLIVAN:  I will read it all: 
 

“Where no publication results, a summary should be provided.  The 
Committee should review these reports.  Alternatively, a more 
detailed follow-up of selected projects may be preferred.  Experience 
in this area appears to be small.” 

 
A Correct. 
 
Q I was asking you to turn to page 141, Dr Nicholson.  Do we see there under the 
section entitled:  “Applications to Ethics Committees”  “Special considerations” and in 
the left hand column in 8.10 does it indicate: 
 

“The Committee should be notified immediately of any serious 
adverse events or if the study is terminated prematurely”. 
 

A It states that, yes. 
 
Q Then reference is made back to 7.8 which we looked at before.  If we could turn 
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on, please, to 147 which relates to consent in participation in research, and are the 
principles or practice set out there? 
A They are, yes. 
 
Q If we turn over to page 148 and 11.10 does it indicate: 
 

“Most research procedures should be the subject of an Information 
sheet written in simple language that is easily comprehensible by the 
potential research subject.  It should set out the purpose of the 
investigation, the procedures, the risks … the benefits, or absence of 
them, to the individual or to other or future individuals or to society, 
a statement that the subjects may decline to participate … and also 
will be free to withdraw at any time without giving a reason”. 
 

Does that there indicate the contents of the information sheet? 
A And an invitation to ask questions. 
 
Q Yes. 
A Yes. 
 
Q In 11.11 do we see that the subjects should be given plenty of time to study the 
Information Sheet and also to discuss it with the investigator if necessary? 
A We do, yes. 
 
Q Then just at the end of the page there an indication that witnessed consent is 
especially useful, especially where those involved may be, for example, distressed. 
A Correct. 
 
MR FORDE:  Could I ask that the whole of paragraph 11.11 be read, please. 
 
MS SULLIVAN:  Certainly. I will read it to save your voice, Dr Nicholson.  11.11: 
 

“The subjects should be given plenty of time to study the 
Information Sheet, to consult their families or their general 
practitioners where appropriate, and may then sign a paper that 
states that the Information Sheet has been studied and discussed with 
the investigator and that the subject agrees to participate.  This is 
probably less intimidating than a single large consent form 
incorporating all the information.  A standard hospital ‘Consent to 
Treatment’ form is not appropriate to research”. 
 

A I think this was probably inserted by the Royal College of Physicians to 
discourage the American tendency of having consent forms of immense length written by 
lawyers that included every last possible detail in totally incomprehensible language.  On 
an ethics committee I have seen a number of those come through in multi national 
research and that is what the Royal College of Physicians was keen not to happen, they 
wanted to make sure that things were understandable. 
 
Q In fact on that issue I think there is one part I did want to refer you to in the earlier 
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document.  I wonder if you could just go back to page 102 a moment, Dr Nicholson, the 
earlier January 1990 guidelines.  I just wanted you to look at 7.103 there which is a 
question about consents and randomisations.  Do we see there that it indicates: 
 

“Before making a choice about whether or not to participate, patients 
should be told of the alternative forms of treatment under study.   It 
is sometimes difficult to ensure that patients understand that they are 
being invited to enrol in a study in which the treatment allocation 
will be determined by chance.  If a patient expresses a strong 
preference for a particular treatment he is probably ineligible as a 
participant.”   
 

A This is a very real problem.  Nobody has found an easy way to ensure that all 
patients or parents of children understand what randomisation really means.  There is 
what has come to be known as the therapeutic misconception that people assume that a 
doctor is bound to do what is best for themselves or in the case of parents for their child 
and that therefore whatever the doctor says is going to be the treatment must be the 
treatment and the idea that there might be two or even in some trials three different 
possibilities that are equally likely to be of benefit is a very difficult one to get across. 
 
MR FORDE:  Again, whilst we are dealing with that I think it may assist the Panel to 
look at 7.102 which is the situation that pertained here. 
 
MS SULLIVAN:  Yes. That starts on the previous page.  It is about giving consent before 
randomisation.   
 

“Proper conduct of a randomised controlled trial requires the 
allocation of treatments to be conducted after the patient has given 
consent to participation in the study and has been enrolled.  
Otherwise, knowledge of which treatment would be allocated to a 
particular patient could influence recruitment to one or other 
treatment option and introduce a bias which could affect the 
outcome of the research”. 
 

A Correct. 
 
Q Let us go back to where we were, please.   We had looked at page 141, if we 
could just go forward to that to remind us of where we were. That dealt with serious 
adverse events.  Then I think within this guidance at page 147 we had looked at the 
principles of consent and the information sheet.  That had all been looked at. Then if we 
go on to page 154, please, Dr Nicholson, does that refer to special classes of research, the 
first of which is research involving children? 
A It does. 
 
Q Do we see at 13.2: 
 

“The particular problems relating to research involving children 
have been the subject of several reports and a book”. 
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We have an indication of what book that was.  I think it is your book, is it not? 
A It is likely to be, yes. 
 
Q Also it goes on to say: 
 

“The British Paediatric Association published guidelines in 1980 and 
has a Standing Ethics Advisory Committee which will respond to 
requests for advice from individuals or from Ethics Committees.” 
 

Then we see note [4] refers to the guidelines.  They are listed at page 169 as being: 
 

“British Paediatric Association (1980) Working Party Report on 
Ethics of research in children.  Guidelines to aid ethical committees 
considering work involving children” 
 

and then refers to the BMJ 280, pages 229 to 231.  If we could just turn on then, please, to 
page 170 this I think refers to the publication Good Clinical Practice for Trials on 
Medicinal Products in the European Community.  Is that right, Dr Nicholson? 
A It does, yes. 
 
Q We see that the date for coming into operation of that is 1 July 1991. 
A Correct, though clearly it has been written in 1988, the reference number at the 
top right hand corner. 
 
Q Yes and we see a list of to whom it was transmitted at various stages.  Could I ask 
you then to turn on, please, to page 180 which is the chapter relating to consultation of 
ethics committees and I am looking in particular at 1.4  Do we see there, Dr Nicholson, 
that that reads: 
 

“The Ethics Committee must be informed of all subsequent protocol 
amendments and of serious or unexpected AEs” … 
 

That is adverse events. 
A Adverse events. 
 
Q  

… “occurring during the trial, likely to affect the safety of the 
subjects or the conduct of the trial, and should be asked for its 
opinion if a re-evaluation of the ethical aspects of the trial appears to 
be called for”. 
 

A This was representing what was already becoming common practice around 
Europe at the time.  While this document relates specifically to drug trials it nevertheless 
represents I think quite a good reflection of the sort of standards of conduct that were 
expected in research trials at the time. 
 
Q If we go forward within that same document we see at page 198 something 
referred to as an annex.  Do you have the annex? 
A I do, yes. 
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Q At page 199 the introduction states that it is intended to provide guidance on some 
of the practical aspects of clinical trials and if we go forward, because a number are dealt 
with, to page 205, do we see at 6.9 there a reference to adverse events …   
A We do.  
 
Q ... and of what I think it is intended should be the way in which they are dealt 
with. “Methods of recording adverse events” are referred to.  “Provisions for dealing with 
complications”.  I do not think we need to worry about the trial code.   
 

“(d) details for the reporting of adverse events, including by whom 
and to whom it shall be done, and how fast the reports must be 
submitted.”   

A These are all elements that were required to be included in the protocol for the 
trial.  
 
Q Then I think we can go forward from that.  I think you have included at the end 
there an article within the Bulletin of Medical Ethics about this.  That appears at page 212 
onwards.  Was that written by you, Dr Nicholson?  
A The bold instruction on the left was written by me.  The rest of it is the final text 
of this particular European guidance.  
 
Q Yes.  Indeed, you indicate at page 212 when it is due to come into operation,  
1 July 1991.  Although at the time that you were writing this, or it was in the Bulletin of 
Medical Ethics, at that stage the guidelines had no legal force?  
A No.  
 
Q So if we may go forward, please ---  
 
MR FORDE:  Sorry, again, I think it may be important for this witness to confirm that 
down the left-hand margin that the guidelines, which run to 46 pages, were to be 
published in Pharmacology and Toxicology, it would appear to be the main focus.   
 
MS SULLIVAN:  What was the position in relation to that, Dr Nicholson?   
A Well, these were specifically guidelines for drug trials, so clearly they were going 
to be of interest to pharmacologists and toxicologists, but they are here as an example of 
the way in which people were thinking at that time about the proper conduct of trials.  
 
MISS O’ROURKE:  Sir, could I just interrupt to say this:  Ms Sullivan this morning, on  
a number of occasions, has led this witness by talking about when these came into force.  
I strongly object to the words “coming into force”.  That implies legislation, that it has 
legislative force.  The words that are actually used on that page are “due to come into 
operation”.  Can Ms Sullivan please be careful with her language when we are talking 
about guidelines?  Because “force” implies the force of law.  “Operation” is relevant 
when it is guidelines and recommendation.  That is what pretty much all of what we have 
been looking at it is.  
 
MS SULLIVAN:  We will be careful, Dr Nicholson, to indicate the position as we go 
through.  Can we turn then, as I was about to, to page 218 and consent and 
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confidentiality?  That goes through to page 231.  I think it is a document produced by the 
Medical Protection Society in 1991.  Is that right?   
A I think so, yes.   
 
Q Does that deal primarily with the question of consent?  
A Yes, it does.  
 
Q If we can just summarise it in this way:  reiterating the principles that we have 
already seen in the earlier guidance that we have looked at?   
A (No verbal response) 
 
Q Is there anything further you need to add to that?  
A Not at this ---  
 
Q Does that summarise its effect, is my question?  
A Yes, it does.  
 
Q May we then turn on, please, to page 232?  Can you just help us as to the status of 
this document?  By whom it was published first?  
A This document was published by the Department of Health in 1991.  They did not 
actually put a date on the document itself.  It had been in preparation for something like 
five years because there was no great enthusiasm at the time in the Department of Health 
for providing guidance in this area; they I think generally preferred to leave it to the 
medical profession and particularly to the Royal College of Physicians that was 
producing helpful guidance at the time.  
 
Q We have heard about something called the Red Book?  
A This is the Red Book.  
 
Q This is the Red Book?  
A Yes.  
 
Q We might just like to identify that to ourselves because we have heard reference to 
that from another witness, Barbara Canning.  This is headed “Local Research Ethics 
Committees”.  What was the status of this?  
A This, as far as I remember, was sent out to all district health authorities at the 
time - I think we were at that particular stage of reorganisation - and was effectively 
guidance to the district health authorities on the need for ethics committees and some 
basic rules for how they should function.  
 
Q Yes, I wonder whether we might just look at one in particular at this moment,  
page 233, the next page, and the question of following up.  Do you see that paragraph?  
2.14.   
A Yes.  
 
Q Which reads:  
 

“Once the LREC” 
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- that is the Local Research Ethics Committee I assume -  
 

“has approved the proposal, the researcher should be required to 
notify the committee, in advance, of any significant proposed 
deviation from the original protocol.  Reports to the committee 
should also be required once the research is underway if there are 
any unusual or unexpected results which raise questions about the 
safety of the research.  Reports on success (or difficulties) in 
recruiting subjects may also provide the LREC with useful feedback 
on perceptions of the acceptability of the project among patients and 
volunteers.”  

 
Again, it obviously deals with issues of consent and so forth as we see there,  
Dr Nicholson, but I do not think there is anything particular I need to take you to within 
this document at the moment.   
 
MR FORDE:  3.7 I think might be of interest.  
 
MS SULLIVAN:  I am asked to take you to 3.7.  That whole section deals with consent.  
3.7:   
 

“The procedure for obtaining consent will vary according to the 
nature of each research project.  The LREC will want to be satisfied 
on the level and amount of information to be given to a prospective 
subject.  Some methods of study such as randomised controlled trials 
need to be explained to subjects with particular care to ensure that 
valid consent is obtained.  The LREC will want to look at such 
proposals particularly carefully.  They will also want to check that 
all subjects are told that they are free to withdraw without 
explanation or hindrance at any stage of the procedure and with no 
detriment to their treatment.  An information sheet, to be kept by the 
subject, should be required in the majority of cases.”  

 
MR FORDE:  Thank you.   
 
MS SULLIVAN:  (To the witness) I think that reiterates in fact what we have seen earlier 
on.  Then it does finally deal in fact with research on children at page 239, but I do not 
think we need to look at any particular subparagraphs there, just be aware that obviously 
there were such special considerations in these cases.  Indeed, if we turn on to page 240, 
Dr Nicholson, we see there I think a publication by the Medical Research Council, which 
is dated December 1991, which deals with the ethical conduct of research of children and 
describes it as being a working party on research on children.  I do not think there is 
anything particular that I want to refer you to there at this stage.   
 
Could we just turn on then, please, to page 251?  Correct me if I am wrong about this, but 
I understand that this is a revised version of the guidelines that we looked at earlier for 
research involving human subjects.  Those that were initially drafted in 1982 were now 
being reviewed and revised.  Is that the position?   
A That is right.  Again, this is offered as an example of the way people were 
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thinking about research at the beginning of the 1990s.   
 
Q Yes.  I think if we just go on within that to page 262, we see the start there of a 
long section based on informed consent, its principles and the guiding principles?  
A Correct.  
 
Q Can I ask you then to turn on again, please, to page 296, which is in front of 297?  
You cannot see the number.  Are these the guidelines that Mr Forde was anxious you 
should give the date of earlier?  
A Yes.  
 
Q The British Paediatric Association, “Guidelines for the Ethical Conduct and 
Medical Research Involving Children”.  We see that these are dated on that front cover 
August of 1992?  
A Correct.  
 
Q Again, I think all I wish to refer you to at this stage, I think we see, Dr Nicholson, 
at page 298, that you were a member of the Advisory Committee, as you have told us, the 
British Paediatric Association Ethics Advisory Committee because your name appears as 
the penultimate name on that page.  Is that right?  
A Yes.  
 
Q Then if we turn over to page 300, these guidelines we see are saying that they:   
 

“... are written for everyone involved in the planning, review and 
conduct of research with children.  The Association’s first guidelines 
were published in 1980.”   

A Correct.  
 
Q Again, I do not think I need to take you to anything specific within that at the 
moment ---  
 
MR FORDE:  Page 309, penultimate paragraph, please.   
 
MS SULLIVAN:  Let us see what that deals with, if we go to that.  That whole page and 
the pages that follow through to 311 in fact deal with consent.  It says in the penultimate 
paragraph there, Dr Nicholson:   
 

“Provided, therefore, that the specific approval of a local research 
ethics committee has been obtained for the project overall, it would 
be ethical to carry out research on children on such occasions of 
extreme urgency without obtaining consent.  It is possible, however, 
that it would still be unlawful if the research were not expected to 
benefit the child in question, although legal action would be 
unlikely.  The parents or guardians and, where appropriate, the child 
must be informed about the research as soon as possible afterwards:  
a requirement in ethics as in courtesy.”   

A Yes, correct.   
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Q So apart from occasions of extreme urgency, is consent required for the purposes 
of research? 
A This was, “extreme urgency” was intended to refer to situations maybe of collapse 
or cardiac arrest or something where the research would need to be instituted within a 
minute or two, such as at that time there was some research going on into how best to 
resuscitate new born babies who were not breathing, so that was I think what we were 
intending by the words “extreme urgency”. 
 
Q Thank you.  Then if we could move forward to page 316 through to 333, this 
appears to be a revised Medical Defence Union publication, is that right, on the question 
of consent? 
A Correct. 
 
Q Then 334, I think this is published by the Association of the British 
Pharmaceutical Industry.  Is that right? 
A That is correct, yes. 
 
Q I think it was published in December 1992.  Would I be right about that? 
A Yes, it was.  
 
Q It starts that: 
 

“All persons involved in the conduct of clinical research from 
whatever discipline need to be familiar with the principles of Good 
Clinical (Research) Practice” 

 
and again, just the penultimate bullet point on page 334, it is indicating in these 
guidelines that the investigator must: 
 

“agree to work to the protocol” 
 
- that is the protocol agreed and signed and submitted to the Ethics Committee – 
 

“and accept that no changes should be made to the protocol without 
agreeing them with the sponsor, except if necessary to eliminate an 
apparent immediate hazard to a subject; such changes should form a 
protocol amendment to be signed by the investigator and the sponsor 
and resubmitted by the investigator to obtain further ethics committee 
approval.” 
 

If you can just assist us as to the relevance of this because obviously it is Association of 
the British Pharmaceutical Industry, Dr Nicholson? 
A This again is primarily advice for the conduct of drug trials according to the basic 
rules of that the pharmaceutical industry calls good clinical practice, which is a term that 
they have applied for undertaking randomised controlled trials of drugs to a high 
standard. 
 
MS SULLIVAN:  I am going to turn now to the question of the application of these 
particular guidelines potentially to the heads of charge in this case so, sir, I do not know 
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whether that would be a convenient moment for a break. 
 
THE CHAIRMAN:  Yes, I think it probably would.  Two matters before we do break.  
The date of that last publication, the Pharmaceutical Society publication, that was 
December 1992? 
 
MS SULLIVAN:  December 1992. 
 
THE CHAIRMAN:  So far as the British Paediatrics Association guidelines of which we 
have the copy published in 1992, it refers to an earlier British Paediatric Association 
guideline published in 1980. 
 
MS SULLIVAN:  Mr Forde has them, sir, I think, by the looks of it.  
 
MR FORDE:  We have just had it copied for you, sir, and it does not really seem to 
impinge on any of the issues in the case but we will have it distributed to you. 
 
THE CHAIRMAN:  That is fine.  The comment to be made on it or anything arising out 
of it is something which can be developed but it did seem to me that it might be helpful if 
we had the British Paediatric Association’s guidelines which were in force at the time the 
application for this trial was made. 
 
MS SULLIVAN:  Yes absolutely, sir.  Yes.  
 
THE CHAIRMAN:  Very well, we will have a break now for quarter of an hour and come 
back at five-past eleven. 
 

(The Panel adjourned for a short time) 
 
MS SULLIVAN:  Sir, we have all had a copy of the 1980 guidelines.  I think Mr Forde 
indicated it would be appropriate if you had them too, sir.  
 
THE CHAIRMAN:  Can we just add these to the folder or do you want them to be given 
a separate number?  We will call these C16, Ms Sullivan.  (Same handed to the Panel) 
 
MS SULLIVAN:  You were given I think in the break a copy of C16.  Are you familiar 
with these guidelines? 
A I am, yes.  They concentrate rather on assessing the value of doing and whether 
one should do research with children on assessing the risk/benefit ratio to a degree which 
I think certainly by the end of that decade, the end of the 1980s, was no longer thought 
acceptable and quite probably some of the examples they gave would, after the Children 
Act of 1989, almost certainly have been held to be unlawful research, such as the example 
given at the top of page 230 left-hand column, during the course of an abdominal 
operation a renal biopsy might be taken for research purposes.  That clearly would 
constitute more than minimal risk and if done for purely research purposes, there would 
be a very great question as to whether that could be lawful ever, even if potentially great 
benefit arose out of the research.  One has not always just to consider the risk against the 
benefit.  One sometimes has to say that there are certain levels of risk which are simply 
not permissible. 
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Q Yes, I think we also see it deals on page 230 on the right-hand column, 
penultimate paragraph, on the question of permission and indicates: 
 

“Parental --- permission should normally be obtained - with rare 
exceptions such as the comparison of two treatments for some 
emergency condition – after explaining as fully as possible the nature 
of the procedure.” 

 
Then it goes on to say: 
 

“Whether or not this should be a signed, witnessed declaration remains 
debatable.” 

 
Was that the position when we get to 1989? 
A I think by 1989 most people felt that particularly in research a written record of 
the consent was an essential part of the process. 
 
Q As I indicated beforehand, I am now going to seek to address the individual heads 
of charge that I am going to ask you to deal with, Dr Nicholson.  I think you have to one 
side there a copy of the charge as it relates to Dr Spencer.  Is that right? 
A I have it, yes.  
 
Q I wonder, therefore, first of all if we could just deal with head 3 of the charge, 
which is an allegation that the application to the Ethics Committee in North Staffordshire 
dated 29 November 1989 – or rather that is when it was submitted – inaccurately 
described the procedures that would be applied to each patient.  Perhaps for that purpose 
we could all take up file 1 tab 1 page 4.  Number 12 is headed “Procedures” and it says: 
 

“Describe the exact procedures which will be applied to each patient.” 
 
It then goes on to describe the negative pressure ventilation that would be applied in the 
tank but it also mentions there, as you see, Dr Nicholson, the use of near infrared 
spectroscopy.  Is that described as one of the procedures to be applied? 
A It appears to be, yes. 
 
Q Likewise does it appear or not that intracranial pressure monitoring was to be used 
within this trial? 
A It certainly appears so, yes. 
 
Q Does it also appear that the use of Doppler ultrasound is being proposed? 
A That is correct. 
 
Q The witnesses from whom we have heard, Dr Nicholson, the doctors involved in 
the day-to-day care of the babies, have indicated that such procedures were not part of the 
CNEP trial, that NIRS was in fact the subject of a separate trial application.  Have you 
over the course of your time sitting on ethics committees, in particular in relation to this 
period of time, had cause to consider the procedures that were to be applied in the course 
of a trial? 
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A Certainly.  We would always expect an accurate description of all the procedures 
that are going to be used during a trial.  
 
Q Were it the case that these were not to be used should they have been included? 
A It is difficult to understand why they would be included if they are not going to be 
used.  
 
Q Indeed, had it been intended to use those three particular types of procedure that 
are described, would it be right to say that the negative pressure ventilation that was 
contemplated would involve much less instrumentation than positive pressure 
ventilation? 
A I am sorry, could you repeat the question? 
 
Q I am sorry, I am sure that is my fault.  In relation to the procedures that are set out 
in paragraph 12 – so that is NIRS, intracranial pressure monitoring and Doppler 
ultrasound, if they were to be used, what impact if any does that have on the answer to 
question 13? 
A It suggests that there is more interference and more potential for discomfort if all 
three of those monitoring procedures are going to be used on any individual baby. 
 
MR FORDE:  This man is not a clinician, as I understand it.  Can he identify for us first 
of all – and I keep asking about date specific answers – my understanding from reading 
his evidence was he had not been involved in a Local Research Ethics Committee until 
1997 but he is commenting on an application made in 1989.  What additional 
instrumentation is he suggesting would be used when one looks at paragraph 13, 
contrasting negative pressure ventilation with positive pressure ventilation, and exactly 
how is he suggesting the use of NIRS or Doppler would involve greater instrumentation 
or greater discomfort? 
 
MS SULLIVAN:  Let us deal with the first question about your involvement with ethics 
committees at or prior to this time, Dr Nicholson. 
A As I say, I had been a member of an ethics committee for about two-and-a-half 
years at a hospital in London mainly dealing with assisted reproduction studies. 
 
Q When was that? 
A That was from 1986 to 1988.  
 
MS SULLIVAN:  Yes, that was my recollection. 
 
MISS O'ROURKE:  Can we have it identified as to whether it was a hospital that had 
children patients? 
 
THE WITNESS:  The hospital certainly had plenty of babies being delivered, so in that 
sense it had children there. 
 
MISS O'ROURKE:  I used the words “children patients” very deliberately.  Did it have 
children patients? 
 
THE WITNESS:  There were children in that hospital, yes. 
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MISS O'ROURKE:  Children who were being treated? 
 
THE WITNESS:  There were children being treated in that hospital. 
 
MS SULLIVAN:  My learned friends will be free to cross-examine.  Can I suggest that if 
they want to raise these issues that it might be more appropriate to raise some of them at 
that stage?  As Mr Forde did raise that second question shall we deal with it,  
Dr Nicholson?  
A The answer to question 12 in the application starts off by making clear that it is 
discussing babies randomised to receive negative pressure ventilation.  It then includes 
three different sorts of monitoring which involve various objects being held in place by 
double sided sticky rings or being secured with Netelast or secured with collodion.  So 
various different probes are being attached to the babies who are going to receive 
negative pressure ventilation and, therefore, it seems to me had I been a member of this 
Research Ethics Committee I would find it slightly difficult to relate that to the answer to 
question 13 saying that the negative pressure ventilation involves much less 
instrumentation than positive pressure ventilation.  
 
Q I am going to turn now, please, to head 6 of the charge.  Do you just want to look 
at that a moment?  You have seen this before I think, is that right?  
A Yes.  
 
Q You will see there an allegation that in or around February 1990 at Queen 
Charlotte's hospital a trial patient was found to have experienced neck trauma and we 
have seen a post mortem photograph of the injury which also I think was part of a paper 
published by Dr Raine.  You have seen that?  
A I have not seen a good copy of that photograph, no.  
 
Q But are you aware of this neck trauma?  
A I am aware of it, yes.  
 
Q Perhaps you should then just look at the photograph if you have not seen it. You 
will find it in file 3, behind tab 8 at 152.  Dr Raine told us about it when he gave his 
evidence and I think you have been sent transcripts of the evidence, Dr Nicholson, is that 
right?  
A I do not believe I have seen a transcript of Dr Raine's evidence yet.  
 
Q You have seen the photograph there of the neck injury.  How would you 
categorise such an event from the point of view of your involvement in Ethics 
Committees?  
A I would think that such a neck injury, had the infant survived, was likely to cause 
considerable scarring and it is the sort of injury which I think parents would therefore be 
concerned about had the baby survived.  So I think that it is a level of injury which one on 
an Ethics Committee would certainly expect to be informed about particularly if in the 
protocol to the study one had been told that previous problems with neck seals had been 
dealt with and this was now a safe procedure.  
 
Q Indeed, you have looked at the protocol for this study.  Was that something that 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D24/24 

Transcribe UK 
VRS Ltd 

01889 270708 
 

was being said within the protocol for the CNEP trial?  
A My recollection is that it was said in the protocol.  
Q What sort of event is this in ethical terms?  How would you describe it in the light 
of the guidance we have looked at?  
A For a Research Ethics Committee this is an adverse event.  
 
Q We know that it happened at Queen Charlotte's Hospital in London.  You say that 
you would have expected as an Ethics Committee to have been told about it. Would you 
have expected it to have been reported just in Queen Charlotte's or in any other centre 
involved in the trial?  
A In both the hospitals involved in the trial because this is a matter that is of 
relevance to the consideration of the Ethics Committee in each hospital.  
 
Q Can we just go back to the guidance that would have been in place at this time, 
because this is February 1990, Dr Nicholson, and so I would like your assistance as to, 
first of all, what guidance there was or may have been in place at that time in relation to 
whether adverse events should be reported to Ethics Committees?  
A Certainly the Royal College of Physicians’ guidance that we looked at earlier this 
morning was clear about the reporting of adverse events to the Ethics Committee.  
 
Q If we just look at that a moment, please.  I think we will find this particular part of 
it, tab 2, page 141, at 8.10 of the guidance that we looked at earlier: 
 

“The Committee should be notified immediately of any serious 
adverse events, or if the study is terminated prematurely”?  
 

A Correct, yes.  
 
Q So you have described this as an adverse event.  Would it in your opinion come 
within the category of serious or not?  
A I would regard that one as serious because it may have had some influence on 
whether or not an infant would survive and it would also be likely to lead, if the infant did 
survive, to permanent scarring.  I think in either of those situations this is something 
which an Ethics Committee would regard as a serious adverse event.  
 
MR FORDE:  Can the Panel please be reminded of the date which we will find, I think, at 
page 120.  We are dealing with an event in February 1990.  This was embargoed until 
eleven o'clock on 9 January 1990.  It is important.  
 
MS SULLIVAN:  Yes, and if Mr Forde would be a little bit more patient with me I will 
get to it.  I have got that very page open.  So we see because it has been copied, has it not, 
Dr Nicholson, at page 120 the date of publication of these particular guidelines on the 
“Practice of Ethics Committees in Medical Research Involving Human Subject” 
published January 1990 and embargoed until Tuesday, 9 January 1990.  Would there have 
been any dissemination of them beforehand?  
A Not substantially before 9 January, no.  
 
Q Also you indicated, and I think we have seen as well from the date, that the 
guidelines that precede this also are January 1990 are another report of the Royal College 
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of Physicians, “Research Involving Patients” and that starts at page 67 and makes 
reference to the fact that the report in “Research Involving Patients” should be read in 
conjunction with the later report that appears at page 120?  
A Correct.  
 
THE LEGAL ASSESSOR:  Ms Sullivan, is there a definition of serious adverse event in 
this paper?  Because it strikes me that whilst Dr Nicholson can talk from the point of 
view someone sitting on a Ethics Committee he has not been put forward as a clinical 
expert and, therefore, his interpretation of the document may be different from a 
clinician’s point of view and what would be available to the clinician is the document 
itself, assuming they saw it.  So the definitions would be important.  
 
MS SULLIVAN:  Yes.  Let me ask him that question.  
  
MR FORDE:  Just before he answers and I really am trying to keep my interruptions to a 
minimum.  The charge is adverse event, not serious adverse event, that is 6(a).  So he may 
need to comment on that.  I would also like him to identify for us not just in the 
contemporaneous material which he has pointed to published a month before by the 
Royal College of Physicians but he has also produced helpfully for us starting at 296 the 
guidelines for the “Ethical Conduct of Medical Research Involving Children”,  British 
Paediatric Association.  I think he was an author of that document.  I would like him to 
identify for us in that document published in 1992 what it says, if anything, about adverse 
events and their reporting.  
  
MS SULLIVAN:  Can I suggest that my learned friends, if they want to deal with these 
issues, perhaps it is more appropriate to deal with them in cross-examination.  
 
MISS O'ROURKE:  I hesitate to interrupt.  I do not think that is right.  The wording of 
the charge is the GMC's wording of the charge.   I had always understood adverse event 
meant an adverse clinical event, although it does not include the word it could only have 
that context.  My learned friend asked questions of Dr Stimmler as to whether this was an 
adverse event and he said no.  He was the clinical expert, an eminent paediatrician and  
I had taken that to be the answer to this particular point.  It is not for us to cross-examine 
this witness on it, it is for Ms Sullivan to make her case clear because she is the author of 
the charges on the head of inquiry.  What does she mean by adverse event?  Does she 
mean adverse clinical event?  If so, why is she asking this witness about a clinical event?  
 
MS SULLIVAN:  Can you deal, please, Dr Nicholson, with the question of whether there 
is a definition within those papers that we were looking at of adverse event?  
A Not within those papers, no.  I do not think there had been a definition of a serious 
adverse event in the early 1990s.  Subsequently there have been definitions of what a 
serious adverse event would constitute but I have not got those with me.  
 
Q We are not concerned with what the definition may have been at a later stage, we 
are concerned with approaching it as to the position in 1990 when this occurred in 
February of 1990. What was the Ethics Committee’s approach to it at that time?  For 
whom would the decision be as to whether it was an adverse event or not?  
A At that time it would be dependent on what sort of advice the Research Ethics 
Committees gave to their researchers and we have seen that the Royal College of 
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Physicians guidelines advocate that the Research Ethics Committee should make clear to 
researchers what adverse events and what changes to protocols need to be submitted to 
the Ethics Committee rather than having an absolutely precise definition within the Royal 
College of Physicians’ guidelines.   
 
Q Did you want to add anything further to that?  
A No.  
 
Q In terms of the applicability of this guidance, to whom would it apply, the 
respective guidance we have looked at, both of them for January 1990, the “Research 
Involving Patients” and then the guidelines on the “Practice of Ethics Committees in 
Medical Research”? 
A The Royal College of Physicians clearly hoped that these guidelines would apply 
to all researchers but they presumably were feeling that most directly they would expect 
their own members and fellows to follow those guidelines. 
 
Q Can we come then to protocol changes which are heads 7, 8 and 9 of the charge.  
Do you have those there? 
A Yes. 
 
Q We see an allegation that two changes were made to the scoring system on 15 
May 1990 and perhaps I can just help you with the documentation in relation to this 
which I think you have seen previously.  If you look behind tab 1 on page 19 there are 
two changes referred to there, Dr Nicholson. The first is a change to the scoring system, a 
plan to perform the overall scoring on the patients at 56 days of age.  You will see that 
referred to in the first paragraph.  The second is a modification to the protocol to exclude 
retinopathy of prematurity again from the scoring system.  Do you see those there? 
A I do. 
 
Q Those changes are described by Dr Raine who is writing to Dr Spencer in 
Staffordshire as minor changes to the protocol and you will also see there him indicating: 
 

“You may feel that you wish to inform your ethics committee of 
these changes”. 
 

In May 1990, Dr Nicholson, what was the position as to whether changes of this nature 
were reported to ethics committees? 
A So far as I am aware from reading annual reports of many ethics committees, 
some certainly would require even minor changes to the protocol to be reported by 1990.  
Others may have been more casual about it and not actually specified, but certainly I 
would suggest that there were certainly some ethics committees already expecting that 
sort of minor addition or change to the protocol to be reported because of the sense in 
which the approval of the research ethics committee was only for that which had been 
submitted to the research ethics committee, so if one was changing the protocol, going to 
do things in a different way, strictly speaking one did not have the approval of the 
research ethics committee if one had not informed them. 
 
Q The next change which is contained within head 8 of the charge, that is the next 
change with which we are concerned, is at page 21 behind tab 1.  It relates to the 
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introduction of artificial surfactant as a treatment option in or around July or August  
1991.  We see attached to that letter there a document prepared by Kate Palmer which 
was dealing with the local criteria for the use of artificial surfactant and a suggested 
protocol for its administration and application to the CNEP trial.   
 
Again, can I ask you in relation to your experience of ethics committees, at that stage, so 
this is now July or August 1991, should such a change and the introduction of surfactant 
have been reported to the ethics committee? 
A In my view, it should have been reported, in particular because of the design of 
the study that one would wish to know what steps had been taken to ensure that you did 
not have some pairs where the first member of the pair had not received surfactant but the 
second member had received surfactant and given that the amount of time in getting the 
second member of a pair was sometimes quite considerable, up to a year after the first 
member of the pair had been admitted to the trial, this raised the real possibility that you 
might not be comparing like with like, so a research ethics committee would want to 
know what measures had been taken by the investigators to ensure that that was not a 
problem and that one continued to compare like with like. 
 
Q Just before we come on to what guidance may or may not have been in existence 
at that time can we just look at the third amendment.  This is head 9 of the charge.  That 
relates to an amendment of 11 September 1991 and you will see that referred to at page 
25 behind tab 1.  That is the numbers in the top right hand corner again.  This is a case of 
amending the criteria for the trial to include babies who were born following prolonged 
ruptured membranes providing that was of no more than seven days duration.  Can I ask 
you in relation to such an amendment as this at this time would you have expected such 
an amendment to have been reported to the ethics committee or not? 
A I would have expected it to be reported, but, of course, it would depend on what 
the ethics committee itself was giving in advice to the investigators.   By then certainly 
one had both the Red Book guidance in existence saying that adverse events needed to be 
reported to the ethics committee and, of course, one had 18 months of experience of the 
Royal College of Physicians guidelines as well saying that adverse events should be --- 
 
Q These are protocol changes. 
A These are protocol changes, yes. 
 
Q Yes. 
A I am sorry, I apologise.  Saying that protocol changes should be reported. 
 
Q If we just look and see what there was in relation to protocol changes, correct me 
if I am wrong about this, Dr Nicholson.  Certainly we looked earlier.  We had the 
European guidance, do you recall? 
A Yes. 
 
Q I am looking behind tab 2, page 170.  We had that, I think. 
 
THE LEGAL ASSESSOR:  You do not suggest, Ms Sullivan, that the CNEP tank was a 
medicinal product within the meaning of these? 
 
MS SULLIVAN:  No.  That refers to protocol changes, we know, at page 180, Dr 
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Nicholson. 
A Yes. 
 
Q It refers to protocol amendments and serious or unexpected adverse events and 
that came into operation on 1 July 1991.  You then referred to the Red Book which we 
find at page 232.  I think you said that came into force in 1991, but were you able to give 
us a date for that? 
A Not an absolutely precise one.  I think it came out in July 1991. 
 
Q We see there at page 233 in relation to follow up at 2.14 an indication that the 
researcher should be required to notify the committee in advance of any significant 
proposed deviation from the original protocol.  Was that the part to which you were 
making reference? 
A It was. 
 
Q Were those the two sets of guidance in force at that time? 
A Yes.  I think the Royal College of Physicians also has something to say about 
protocol amendments. 
 
Q Let us just have a look at that and see if we can.  Perhaps you can help us with 
that.  We find the two January reports of the Royal College of Physicians go from pages 
65 through to 169.  (Pause) 
A My apologies, I cannot currently find it. 
 
Q If you can find it at a later break, Dr Nicholson, come back to us and let us know 
the position in relation to that.   Can you help as to this?  You have referred to the various 
changes being reported to the ethics committee.  In relation to the neck trauma that we 
have heard about I am going to come on next to the issue of consent.   
 
MR FORDE:  I am sorry, I just wanted to see if I could help actually.  Page 308 which is 
the 1992 guidance, and I think this gentleman was an author, I accept it postdates matters. 
I raised a query about adverse events which do not appear to be dealt with but I think I 
have found his attitude to changes in research design at least in the last paragraph on page 
308. 
 
MS SULLIVAN:  We see what you say there, Dr Nicholson.  Actually it is not a 
document that you wrote as such.  It is the British Paediatric Association guidelines. 
I think it was the fact that you were part of the advisory committee, but that relates to 
August 1992.  I was actually asking you about the earlier period, so the time of these 
protocol amendments which spanned from May 1990 to September 1991.  If you find 
anything in the Royal College of Physicians guidelines in relation to those protocol 
amendments, please let us know. 
 
THE LEGAL ASSESSOR:  There is certainly something at page 139 under 
“Monitoring”.   
MS SULLIVAN:  Thank you. 
 
THE LEGAL ASSESSOR:    
 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D24/29 

Transcribe UK 
VRS Ltd 

01889 270708 
 

“It should establish whether the project has been completed … or is 
still in progress in the original or other form”. 
 

MS SULLIVAN:  Thank you.  Yes, I think we looked at that earlier in relation to adverse 
events, but it does make that reference there, Dr Nicholson.  In any event, let us leave it at 
that for the time being.  Perhaps when we have another break you would just look at that 
for us.   
 
I was just about to ask you about the neck trauma that we were discussing earlier and 
whether or not that was an adverse event and should have been reported to the Ethics 
Committee.  I wanted your assistance on this:  should any such event be reported to 
anyone other than the Ethics Committee?   
A In this sort of trial there was no absolute obligation to report to anybody else, but 
I would regard it as one of the risks of the research, particularly if this damage has 
actually eventuated already within the trial, this is one of the risks of the research which 
should be included in the information given to any future potential participants.  
 
Q Again, if we can just have a look as to the basis for you saying that.  If we look at 
page 63, which is I think part of your 1986 publication on “Medical Research with 
Children:  Ethics, Law and Practice”, we see there under “Decisions and follow-up” 
reference to certainly adverse events being mentioned to - or investigators are encouraged 
to approach the committee or its chairman at any time.  Would we see anything anywhere 
in relation to whether parents should be told of this?  How would you fit that into the 
guidance that we have given or is it not something that is clear from it?  
A I think one has to go back to what is the basic purpose of informed consent.  The 
basic purpose of informed consent is a legal rather than an ethical requirement.  With 
consent a doctor may do something to a patient which without consent would be 
unlawful. Both in ethics and in law there have been a variety of discussions of what sort 
of information must be given.  So I think that one would take away, for instance, from the 
1985 Sidaway case in the House of Lords, that if there is even a fairly small probability of 
a serious adverse event occurring in ordinary clinical practice then that needs to be 
discussed with the patient before consent is obtained.   
 
In the case of research, clearly we do not have legal cases to go back to, but there is a 
general acceptance that the standards of consent can certainly be no less than the 
standards for obtaining consent in clinical practice, because one is inviting the patient - or 
the parent of a patient as in this case - to expose themselves to an uncertainty in a clinical 
trial where you are randomising to one of two treatments, one does not know in advance 
which is going to turn out to be better and so you are exposing yourself to a 50 per cent 
chance of a less effective treatment.  But if risks of one of those treatments are already 
known and if those risks are at all substantial, then they should be reported in the consent 
conversation and on the information sheet that is provided for the potential research 
participant, these risks should be stated.   
 
Now, one could go down the American route of saying that absolutely every potential 
risk, however small, must be included in that information sheet.  In this country we have 
tended not to do that but, nevertheless, one would expect that if a problem such as the 
neck trauma had already arisen in this particular study, that thereafter any parent asked to 
put their child into the study should be informed that this had happened.  They can also be 
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informed that measures had been taken to try and prevent this happening again in the 
future, but they must be aware that there is a risk of that happening again.  
 
Q Yes, and I think we know that there was a second case of a neck trauma, not as 
serious as the first one.  Would that impact in any way on what parents were told?  
A Only to reinforce that parents thereafter need to be told that this is one of the risks 
of the research.  
 
Q I want to come on to certain aspects of the consent and it might help you again ---  
 
MISS O’ROURKE:  Sir, I have to interrupt here and say the following in respect of if my 
learned friend is about to go through heads of charge 11 and 12.  She may, by the outset 
of her evidence with this witness in asking him questions about his involvement in ethics 
and papers he has published and in ethics committee, have established some - and I put it 
in inverted commas - “expertise” that would allow him to give expert evidence on matters 
such as are raised in heads of charge - looking at Dr Spencer’s and Dr Southall’s are the 
same - 3, 5, 6, 7, 8, 9 because they relate to ethics committees.   
 
Now that we get to head of charge 11, I am afraid my learned friend, as far as I am 
concerned, has not established any expertise as far as this witness is concerned in the 
matter of taking of consents.  He is not a clinician.  He is not even a registered medical 
practitioner.  He last was in clinical practice we are told in 1984, which is five years 
before these events even occurred.  It appears the highest that he achieved was a junior 
registrar role and it looks like that was for a very limited period of time.  There is no 
evidence that he has any expertise in the taking of consent.   
 
You will recall the evidence of Dr Stimmler where I specifically asked him in respect of 
this head of charge and the taking of consent even if it was for a trial, that because in fact 
it was consent to treatment and the modality of treatment, he agreed it was a clinical issue 
and a clinical matter and therefore a judgment for a clinician.   
 
If my learned friend is now about to look at these individual heads of charge, 11(a) if you 
look at it, “inappropriately delegated the task of taking consent to too many different” 
people, my submission would be that you are entitled to hear expert evidence on such 
from a clinician who does delegate and has delegated.  In other words, a consultant or 
someone else who says these are the circumstances in which you can and cannot, bearing 
in mind it is a clinical aspect.   
 
Secondly, in respect of 11(b) you would have to hear from somebody who has provided 
training in the taking of consent.  I am pretty sure Dr Nicholson has never done that if he 
reached only the junior registrar level as a clinician.   
 
Thirdly, the information leaflet.  Yes, he may be able to say something about that as an 
ethics committee person who has seen a leaflet.  Again, unless my learned friend wants to 
establish that this individual has prepared such leaflets as a clinician, has been involved in 
it and in particular in a trial, then I think there is going to be a problem.   
 
Finally, 11(d), “You failed to ensure that every parent had a copy of the ... leaflet”.  
Again, unless he has been involved as a clinician - and indeed in respect of (c) and (d) 
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I would want my learned friend to establish has this individual witness ever designed, 
conducted, devised or run a clinical trial.  Because I think in order to give evidence, 
expert evidence, on those issues you would need to satisfy that.   
 
While I am on my feet - because I anticipate she is going there next - I will be strongly 
objecting to this individual giving any evidence on 12(b) or 12(d) because that does not 
fall, in my submission, within the role or remit of somebody who has a background in 
sitting on ethics committees or providing advice to ethics committees.   
 
The expert that needs to give evidence on scoring systems and allocation of scores needs 
to be someone who has himself run, devised or participated in a trial and has been 
involved in devising scoring systems for it.  I cannot see that anything has been set up in 
the questions asked at the outset as to the expertise of this individual.   
 
Finally, sir, I anticipate that my learned friend is going to try and adduce evidence from 
this witness under 11(c), “You misrepresented within the parental information leaflet that 
the technique had been shown to be safe”.  That is going to involve an investigation of the 
clinical aspects of CNEP.  This witness has not been asked any questions about whether 
he ever worked with CNEP, had any familiarity with it, has any knowledge of it or has 
any clinical expertise that would allow him to comment on safety.   
 
If it is going to be that you are going to be given a lot of articles that he has read, well, 
then he is no more informed than the rest of us because he is essentially a lay person in 
my view and not entitled to give expert evidence on it.   
 
I would like my learned friend, before she now embarks on asking this witness anything 
about heads of charge 11 or 12, to demonstrate that this witness has any expertise to give 
you any evidence on anything under head of charge 11 or 12.   
 
THE LEGAL ASSESSOR:  Before that happens, Miss O’Rourke, I would like you to tell 
me, please, what is the basis of your proposition - which you have asserted several times 
in the course of this hearing - that to be an expert one must, to use your words, “been 
there, done that”?  In other words, I can understand that affects the weight of the evidence 
that might be given, but does it affect the admissibility?  If an expert comes along who 
has studied a matter for years in an academic institution but never actually performed the 
procedure, does that prevent him from ---  
 
MISS O’ROURKE:  No, sir, that would go to weight.  That is why I have not objected 
and taken an objection that this expert cannot give evidence at all.  As I have said 
throughout, I will cross-examine this expert on the extent of his expertise and the weight 
that should be attached to it.   
 
I do have a concern in respect of head of charge 11 that you are effectively now talking 
about clinical matters.  I am not aware, even from the questions he answered to  
Ms Sullivan, that he has for example studied all of these issues.   
 
Ms Sullivan set the foundation for his expert evidence this morning based on a two-page 
curriculum vitae, which to me at least seems not even to be up-to-date in terms of what it 
says.  If you look it describes recent papers and it refers to something in 2001 and 2002.  
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So we do not even know the date of this CV.  But I see nothing on that CV, there is 
actually no mention of any clinical positions.  There is nothing on that CV that indicates 
this gentleman has done a study of consents and of who should take consents and the 
delegation of consents and how people should be trained to take consents and how 
leaflets should be handed out.   
 
All I am saying at this stage is before he gives any evidence on this, I want to establish 
what expertise he has on these specific issues in order to be able to inform the Panel and, 
more specifically, on head of charge 12, if it is proposed to use this witness to adduce 
expert evidence on 12(b) and (d), because at the outset my learned friend took him 
through a list of what ethics committees he had been on and what papers he published.  
As I say, that may well help him or allow him to say something on heads of charge up to 
9.   
 
All I am saying is because Dr Stimmler clearly said that head of charge 11 and these 
issues were clinical issues and we have heard his evidence on these issues, I want it 
established, before he starts dealing with them, what expertise it is said he has.   
 
Sir, I take the Legal Assessor’s point if he is going to now say, “I have studied and I have 
written on this for years”, then it may well be it is a question of weight.  But he has not 
even said that.   
 
Can we please have assistance on what basis expert evidence is going to be introduced?  
When we have heard it, then we can say, “Fine, okay, let us hear it”, and it will be a 
matter of weight.  In my submission, Ms Sullivan has established no expertise by the 
question she asked at the outset that would allow or entitle him to give expert evidence 
under heads of charge 11 or 12. 
 
THE LEGAL ASSESSOR:  It rather depends on the questions that are asked is my 
problem because, for example, 11(d) is a purely factual matter, whether every parent had 
a copy of the information leaflet. 
 
MISS O'ROURKE:  Sir, with respect, it is not.  It goes wider. 
 
THE LEGAL ASSESSOR:  From the ethical point of view if the Panel accepts this 
witness is an expert in ethics, he is able to say by drawing your attention to bits of 
literature such as we have done on previous heads of charge, well, the recommendations 
were that every parent should have a copy of the parental leaflet if there is such and that 
would seem to be a proper investigation. 
 
MISS O'ROURKE:  Sir, that may be right but he would need to establish his expertise but 
the problem there is “you failed to ensure”, it is not just a factual matter, it is therefore 
what was the duty.  Yes, I can concede as I made my objection you may see something in 
(c) or (d).  I have serious trouble at the moment from what I have heard about his 
expertise as to how he can comment on (a) or (b) and I would have serious trouble as to 
how he can deal with the question of “safe” under (c) because I think that is a clinician’s 
question.  He may be able to talk about in general what should be in a parental 
information leaflet and he may be able to talk in general about whether there is guidance 
on who should be given the leaflet, although frankly we can read that for ourselves, but 
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all I am saying is I would like now, before he comments on this, that he establishes the 
basis of his expertise if he says he believes he is in a position to comment and provide the 
Panel with expert testimony on 11 (a) and (b) that he tells us why he says he is able to do 
so, but more particularly when we come to it 12(b) and (d).  I would like him to say what 
entitles him or what he thinks qualifies him to give views on the role of a responsible 
investigator on scoring. 
 
MR FOSTER:  I support those observations.  It seems to me that all the charges which 
follow are either clinical or statistical or factual and that Dr Nicholson cannot help.  He is 
not a clinician; still less is he a paediatrician.   
 
Can I introduce specifically an objection in relation to 11(c), which is Dr Samuels’s 3(c)? 
This is the business about representing within the leaflet that the technique had been 
shown to be safe.  You will remember that I introduced in my examination of Dr 
Stimmler six papers.  Dr Stimmler agreed with me that those papers supported the 
proposition that up until the relevant time CNEP or related procedures had been shown to 
be safe and that by extrapolation from related procedures that were not CNEP, one could 
conclude that it was reasonable to assume that CNEP was safe. 
 
I had expected those papers to be led by Ms Sullivan in her examination in chief of Dr 
Stimmler.  She did not do so, hence my introduction of those papers for the first time.  It 
was significant that Ms Sullivan did not seek to re-examine Dr Stimmler.  The re-
examination which I anticipated, if the line which Dr Nicholson proposes to take in 
relation to those papers is to be the GMC’s case, would be, “That is a misrepresentation 
of what the literature says, look at this paper, look at this paper, look at this paper, you 
can conclude can you not, Dr Stimmler, from that that it was not reasonable to assume 
that CNEP was safe?”  We did not hear any of that. 
 
The position at the end of Dr Stimmler’s evidence was that the General Medical Council 
were impliedly accepting that that is what the literature did say.  That was the last 
opportunity that the General Medical Council had to put through an appropriate expert, a 
paediatrician who knows what this literature really means, to make that assertion.  It is 
too late for them to do it. 
 
MR FORDE:  Sir, I take a very formal approach to these charges and the way in which 
the matter was opened, as you know.  We have come to meet the charges which basically, 
so far as Dr Spencer is concerned, involve alleged failures to report matters to the Ethics 
Committee – that is the first section of charges and I have listened with care to this expert 
whose criticisms seem to be more appropriately made against the Ethics Committee 
members themselves, particularly the medical ones who possibly should have mandated 
information going back to them. 
 
The next section of charges starting from paragraph 11 and going through to the old 
paragraph 13, which is now deleted, deal with my client’s role as a responsible 
investigator.  That we took and have always taken to mean that a clinician who had been 
a responsible investigator would be appraising you and your colleagues as to the relevant 
standard which should have been in existence in 1989 or 1990.   
 
The one thing we know about this gentleman is he was not a responsible investigator at 
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that time and I apprehend he never has been, and we do not see – Miss O’Rourke made a 
concession in relation to 11(c) and (d) – even that he can give relevant expert evidence in 
relation to any of the sub-heads of paragraph 11. 
 
These are serious allegations.  There is an allegation of inappropriate delegation, a failure 
to provide adequate training and a misrepresentation.  We know not whether that is said 
to connote a mens rea of recklessness or not.  We would say mere negligence is not 
enough.  
 
Mr Foster very carefully went through the areas with the relevant clinician, Dr Stimmler. 
 The failure to ensure that every parent had a copy of the parental information sheet can 
surely only be commented upon by somebody who has either been a responsible 
investigator or who has worked in a busy neonatal setting in the context of a trial who 
feels he has appropriately delegated to medical staff members, all of whom told you they 
felt competent to undertake the tasks in 11 (a) to (d) and in some way can comment at 
first hand, “The system I had in place as a responsible investigator was that I stood at the 
arm of every single doctor at four o’clock in the morning and made sure the parents got 
an information leaflet.”  We have not had that evidence at all. 
 
Also paragraph 12 – and it is interesting that debate has been allowed in terms of the 
evidence of Professor Hutton as to the allocation of scoring but again we take the view 
that the stem of the charge is important in your role as a responsible investigator - not as a 
statistician, as a responsible investigator, not as a John Alexander, not even as a research 
nurse and these are said to be culpable failures. 
 
Matters are then compounded when you will ultimately have to consider how paragraphs 
21 (a) to (d) impinge upon each of those sub-paragraphs. 
 
We have tried and failed to get Ms Sullivan to nail her colours to the mast in relation to 
which expert will deal with which issue and her response, effectively, has been perm any 
one from three for any of these charges.  It is not acceptable at this late stage – I think we 
are now on Day 24 – for us to find ourselves in a situation where somebody who we 
regard as being an expert in ethics and perhaps more properly an expert as regards the 
conduct of Ethics Committee members than clinicians, is now being asked to assist you 
on matters which are clinical.  The person who dealt with charge 11 was Dr Stimmler.  
He was entirely supportive of these doctors’ cases and Ms Sullivan should not be 
permitted to go behind his evidence. 
 
THE CHAIRMAN:  Ms Sullivan. 
 
MS SULLIVAN:  Sir, my learned friends have all had the reports of each of the experts 
and seen exactly which areas they were intending to cover.  Indeed I note that yesterday 
exception was taken to Professor Hutton straying into the area of ethics and it is precisely 
the reason that this witness is being called, to deal with that area, to deal with the ethical 
issues that arise in this case. 
 
He has explained to you his long involvement in the area of medical ethics and he is the 
person, the Council would say, who has the expertise to deal with the various issues that 
should be considered by an ethics committee. 
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He has been dealing so far with adverse incidents and changes to the trial protocol but the 
question of responsible investigators is very much one for the ethics committee, because 
if you look at tab 1 page 2, sir, that is the first page of the application to the Ethics 
Committee and of course the letter that preceded it dated 29 November 1989 is asking the 
Chairman of the Ethical Committee to ensure that the enclosed study is considered at the 
next meeting of the Ethical Committee.  You will note that included with that letter is the 
information sheet and also the consent form that it was proposed be used. 
 
It is very much a question of the Ethics Committee looking at the role of a responsible 
investigator, looking at the information in the information sheet and at the consent form, 
looking at the protocol – because, of course, they must approve the protocol – and one of 
the things that they must consider when deciding whether this is a trial that should be 
approved or not is the various ethical issues involved in it.  That is apparent from page 
10.   
Page 10 of the protocol makes reference to pilot work on CNEP and then you will find at 
page 12 are listed a whole series of references, and I will be corrected if I am wrong but I 
think that these were – or some of these were – articles that Dr Stimmler was asked about, 
so the Ethics Committee when considering this application is the body that needs to 
consider, for example, the information leaflet, whether what it says is correct so that, for 
example, when this particular information leaflet says that the technique had been shown 
to be safe, the Ethics Committee needs to look at that and to consider the various 
references and to consider whether Ethics Committee approval should be given.  It also 
needs to consider the adequacy of the consent processes. 
 
These are all appropriate questions, the Council would say, of this witness, of Dr 
Nicholson.  I think my learned friends established in the course of their cross-examination 
that Dr Stimmler in fact had very little experience of trials.  I think perhaps he had been 
involved in trials in the 1970s but not subsequent to that.  
 
It is the case that the person who needs to be asked questions about the application, about 
the safety, about the information leaflet and also about scoring – because that too is all 
included in the application because we have set out there the way in which the trial is 
going to work, the scoring system – these are all matters that are vital for an ethics 
committee to consider prior to granting consent.  This is the witness of whom these 
questions should be asked.  
 
Dr Stimmler may well have – indeed he expressed his view about the safety of the study, 
but that does not preclude this witness being asked about it in his capacity as a member of 
ethics committees and who I will seek to establish is the one who has the experience to 
deal with these issues. 
 
So for all of those reasons, sir, these are legitimate lines of questioning.  Obviously it is 
not for him as to whether parents did, in fact, receive a copy of the information leaflet and 
so on but within the ambit of his expertise he is the one who can deal with these issues as, 
indeed, he did in his report and has set out his conclusions in it.  
  
MR FOSTER:  Sir, that would be a very potent response if these doctors were members 
of the Ethics Committee and were being charged with wrongfully endorsing the 
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application. They are not.  
 
MISS O'ROURKE:  Sir, I agree.  Very brave try, Ms Sullivan.  If the charge was under 
11 that when you made your application to the Ethics Committee you misrepresented or 
deceived them in respect of the taking of consent and the training you were going to give 
and that you were going to give every parent a leaflet then this witness would be able to 
comment upon what an Ethics Committee would take.  That is not what the head of 
charge is.  The head of charge does not relate to what you said to the Ethics Committee 
about any of these matters.  The head of charge relates to you inappropriately delegated 
and you failed to provide adequate training.  That is a question for a clinician because, as 
Dr Stimmler answered my question, the taking of consent is a clinical matter.  This relates 
to what happened on the hospital ward in respect of treatment, not in respect of the Ethics 
Committee and so I repeat my point: I want this witness to establish some expertise that 
he has in being present and giving and taking consent, training people to take consent and 
delegating to give consent before I would be satisfied that he has the expertise to assist 
you on 11(a) and (b).  
 
In respect of Dr Stimmler not having experienced trials, Dr Stimmler had abundant  
experience, as we all elicited from him, in the taking of consent and training juniors to do 
it.  
 
Finally, sir, we should remember this.  This individual may be a member of Ethics 
Committees and may have been for years.  He is not and has never been, as I understand 
it, a clinical member of an Ethics Committee.  That is the other point.   
 
I endorse Mr Foster's comments; if these individuals were charged as members of the 
Ethics Committee who got it wrong it would be another matter.  
 
MR FORDE:  Sir, you know that Ethics Committees have to comprise medical members. 
There was likely to have been somebody with GMC registration on the Ethics Committee 
that gave approval to this study.  All of the criticisms that have been made thus far by this 
witness are better made against that medical member or members.  As you heard Dr 
Raine (and it is quite concerning that this gentleman has not read his evidence) say that 
Dr Harvey was both a clinician at Queen Charlotte’s and a member of the Ethics 
Committee. That is the norm.  
 
I reiterate that which I said about the charges and the stem being: “In your role as a 
responsible investigator”.  That requires somebody who has been involved, as Dr Spencer 
was, in training and delegation giving evidence and we have had that person give 
evidence in Dr Stimmler.  It cannot be the case that this gentleman is entitled to give 
expert evidence about anything within charge 11 and we had thought although, she did 
stray into ethical matters, that Professor Hutton was being called in relation to scoring, 
although, again, she has not been a responsible investigator she knows something about 
the design of trials from a scoring perspective.  
 
It is concerning that experts are being called to deal with separate and distinct areas of the 
charges.  So where one does not support a charge, such as Stimmler, then it would appear 
that this expert is being used to support the current charges that the doctors face.  That, in 
my submission, cannot be right.  I am not particularly interested in the areas outside of his 
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expertise that this gentleman has strayed into in his report.  You have not got his report 
for a very good reason; you decide this case on the evidence that you hear.  The reason 
that we are raising the objection is because he does not have the clinical expertise to deal 
with paragraph 11.  
  
There is an irony in all of this.  We are in possession of an attendance note which can, of 
course, be circulated where this very expert not only expressed the view that the charges 
were somewhat thin but said in terms that he required the support of a statistician in order 
to deal with the matters that were raised in paragraph 12.  That is why Professor Hutton 
was instructed at such a late stage.  So I would be surprised if he felt he had the expertise 
in particular to deal with paragraph 12.  He should be asked whether he would defer to 
Professor Hutton in relation to paragraph 12 and he should be asked whether he would 
defer to Dr Stimmler in relation to paragraph 11.  I suspect he will answer in the 
affirmative and once he has done so we should then move on to areas of his proper 
expertise.  
  
THE CHAIRMAN:  Ms Sullivan, we are going to have to consider this further.  I wonder 
if you can help me as to how we take this forward.  Let us take charge 11(a) which 
suggests that as a responsible investigator the doctors inappropriately delegated the task 
of taking consent to too many different medical and nursing staff.  In the application 
protocol at page 4 there is a question: “Will informed consent be obtained from 
participants?”  The answer is:  “Yes”, I think that is Medical Advisory Committee, is it, 
MAC,  “MAC consent form plus information sheet.”  Then at page 11, which is the 
summary of the trial as set out there, it ends: “The infant will only be enrolled following 
the fully informed consent of the parents.”  So far as any evidence which an expert in 
ethics might be asked to give on this charge there seems to me to be a difference between 
whether the way in which that the issue of consent was presented to the Ethics Committee 
is in some way erroneous, or whether the way in which it was presented to the Ethics 
Committee was perfectly proper and what is being suggested is that there has been some 
inappropriate means by which obtaining fully informed consent of the parents was carried 
out, which would seem to me to be a separate question.  
 
If what you are seeking to ask Dr Nicholson in relation to 11(a) is in relation to the latter 
aspect then it seems to me that the view which is being presented by Miss O'Rourke and 
others as to qualify him to give an opinion on that is well taken.  
  
MS SULLIVAN:  Yes.  I want to ask him about the former not the latter.  
 
THE CHAIRMAN:  You want to ask about the former?  
 
MR FORDE:  Sir, apart from the fact that we are not sure we can identify a charge, what 
we expected when we came to deal with this case in order to support charge 11(a) was a 
member of the medical staff who would come and address you and say I was one week 
qualified and I in no way, shape or form was qualified to take consent in a trial.  Then we 
would have to deal with that.  Then somebody else to say I was working at one o'clock in 
the morning and without any training at all I was asked to involve myself in a randomised 
process.  For somebody to say I raised concerns about the fact that the neck seal was not 
in the form and I was told by Dr Spencer that it did not matter, so there was a deliberate 
attempt to misrepresent something which had occurred within North Staffs, never mind 
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Queen Charlotte's and I, Theresa Wright, raised the fact that we had our photocopying 
machine that broke down on a regular basis so that the parents did not all get a copy of 
the leaflet.  That was the sort of factual matrix we were expecting.  We are a million 
miles from that.  This witness cannot help with those sorts of issues.  
 
THE CHAIRMAN:  I think Ms Sullivan was conceding that.  What she is suggesting and, 
as I understand it from Ms Sullivan, that she wishes to ask Dr Nicholson about is the way 
in which consent was addressed in the application.  
  
MS SULLIVAN:  Yes.  What I want to ask him about is the fact that my understanding of 
the position from the evidence that I have, obviously you do not have it, sir, but the Ethics 
Committee would have an expectation that consent would not be delegated to too many 
people and I want to ask him about the Ethics Committee approach to the issue of 
consent.  Not whether, in fact, informed consent was obtained.  Those are obviously 
matters for you to consider within the evidence.  
  
MISS O'ROURKE:  Sir, two points.  One, that is not the charge and if she wanted that she 
really should have brought somebody from the North Staffs Ethics Committee as it has 
been my reaction to, in fact, a lot of what this witness has said about the other heads of 
charge that he can talk in general about Ethics Committees or ones that he might have 
been on but he has, in fact, answered a number of the questions: “It would depend on 
what the particular Ethics Committee required.”  I have never understood from the outset 
of this case and the receipt of the notice of inquiry why we have not been hearing from 
somebody who was on North Staffs Ethics Committee at the time unless the answer is 
obvious: the North Staffs Ethics Committee was entirely happy with his, placed no 
requirements and felt it was all satisfactory, has no complaints and would have no 
complaints about the taking of consent but I cannot see how she can possibly ask this 
witness to comment upon whether as a member of the North Staffs Ethics Committee 
would have expected consent to be taken by one, two, three, four or five people because 
he was not there.  He was not involved.  It seems an impossible question.  
 
Secondly, and in any event it is not what the charge said.  It is why I used the words 
“Brave try, Ms Sullivan” if your charge said you misrepresented it to the Ethics 
Committee you might get Dr Nicholson in but it does not say.  
 
MR FORDE:  Finally, on the last point, one would have expected the Ethics Committee, 
if they had had this matter in mind, to have had an awareness, particularly as they would 
have had a medical member, of that the fact that babies are born 24 hours a day.  We 
explored this with the relevant witness.  This trial lasted 43 months.  Everybody seemed 
to accept that it was unlikely, because we were not in the same position as the Queen 
Charlotte's with a dedicated research fellow in Joseph Raine, that the consultants would 
be on duty all the time when the children were born.  So the practical difficulty was 
obvious in terms of taking of consent.  The real issue is were the doctors adequately 
trained.  That has been covered.  Unless this gentleman was a consultant operating in the 
circumstances in which my client operated; training staff and coming to a clinical 
decision as to how many the task of consent could be delegated to on a regular basis in 
the early 1990s I do not see how he can assist you, particularly, as I reiterate, the stem is 
“In your role as a responsible investigator.”  Not in your role as a responsible investigator 
submitting to the Ethics Committee how many people should have been involved in the 
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taking of consent.  That is an entirely different question.  
 
MR FOSTER:  Finally I hope, sir, the height of Dr Nicholson’s evidence on this could be 
in answering a question from Ms Sullivan along the lines of: would the Ethics Committee 
expect the parents to be fully informed?  The answer to that is obviously yes because that 
is what their protocol says.  The question: were they, in fact, properly informed is 
something which is dealt with partly from the factual witnesses from whom you have 
heard already and from Dr Stimmler.  
  
THE CHAIRMAN:  I think the Panel are going to have to take a view on this and discuss 
it.  It seems, Ms Sullivan, the essential nature of the concern which is being raised and the 
objection which is taken is two-fold.  First, that seeking to elicit evidence in relation to 
head of charge 11 from this witness on the basis of the expertise which he has 
demonstrated is irrelevant because it is not what the charge says.  That is one head of, I 
think, what is being said.  The second is that if it is sought to elicit evidence from this 
witness about whether the delegation was inappropriate or whether there was a failure to 
provide adequate training that his qualifications as an expert to address those matters has 
not been demonstrated.  Those seem to be the two objections in relation to head of charge 
11.   
 
MS SULLIVAN:  Yes, sir.  What I am seeking to elicit from him is his expertise as a 
member of Ethics Committees and what their expectations are.  I am not trying to ask him 
anything about the factual nexus of this, that is a matter entirely for other witnesses from 
whom you have heard.  
 
THE CHAIRMAN:  So the sole question for the Panel to consider is the admissibility of 
evidence from this witness, the objection being that it is irrelevant because the charge 
does not allege that in any event of the respect set out in 11(a) to (d) that there was a 
misrepresentation to the Ethics Committee.  
 
MS SULLIVAN:  Sir, there was a misrepresentation to the Ethics Committee as far as 
11(c) is concerned because 11 in the stem talks about the doctor’s role as a responsible 
investigator, which is, of course, his role within the trial and the misrepresentation that 
the technique had been shown to be safe is a misrepresentation that was first made to the 
Ethics Committee in this application because that parent information leaflet was included 
with it, as you know, and that thereafter continued to be made because the parents were 
told, in so far as we have heard, that the technique had been shown to be safe.  So it was a 
continuing misrepresentation first made to the Ethics Committee and then continued to be 
made thereafter. 
 
THE LEGAL ASSESSOR:   I think the point that is made is that it was not a 
misrepresentation because Dr Stimmler has said it was safe. That is the argument. 
 
MS SULLIVAN:  That is another argument. 
 
MR FORDE:  Can I just make one final point? 
 
MS SULLIVAN:  Can I finish what I am saying? 
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MR FORDE:  I am very concerned.  This is ingenious on the part of Ms Sullivan.  Let us 
just look at the plain simple wording of the stem of 11.  (1) My client’s role as 
responsible investigator; (2) in the conduct of the CNEP trial was such that he “failed to 
ensure that appropriate procedures were in place to obtain informed parental consent to 
the patients’ participation in the CNEP trial” and then there is particularisation of the 
charge. So the stem is of vital importance.  There is not a mention of the ethics committee 
application in the stem of that charge and one would have expected it if Ms Sullivan was 
trying to advance the proposition that this is a continuing misrepresentation which starts 
from November 1989 and presumably carries on right through to 1993.   
 
It is very difficult for her to do, it is not the way the case has been pleaded or charged and 
in the absence of a member of the Ethics Committee saying, “I was misled, I thought on 
the face of the document, although it is not specific as to numbers, that there would be no 
more than five.  Dr Spencer knew that when we had approved previous research 
applications we had always stipulated a very small number of consenters”, we do not 
have that evidence and as a matter of common sense it seems to me that a proposition 
cannot be advanced that this witness can give evidence specific to the application, as it 
would have impinged on the consciousness of members of the Ethics Committee. 
 
MISS O’ROURKE:  Sir, can I just say this?  I agree with your learned Legal Assessor 
and really the point is this.  When you come to decide 11(c) you are going to have to 
decide was there a misrepresentation, because it is not as Ms Sullivan says that it was 
made to the Ethics Committee and it continued. That is not the question for you.  You 
have got to decide:   Was there a misrepresentation that it was safe?   Where are you 
going to get assistance with four lay members and one medical member who would 
probably concede that he is not himself in a position to say from his own medical practice 
whether CNEP was safe? 
 
You are going to get assistance from someone who is a consultant paediatrician who can 
tell you as a consultant paediatrician whether it is safe or not.  You have had that 
assistance.  You have had it from Dr Stimmler.  Mr Foster is right.  He put the papers.  
Ms Sullivan did not re-examine him and say, “You are wrong” or “Are there any other 
papers?”  I do not see how this witness is going to be able to help you as to whether or 
not it is a misrepresentation.  He might say, “There are other papers”. We can all read 
them. We can all read them in our uninformed way.  Where we get expertise as to 
whether it is safe is from a consultant paediatrician.  That is my point. 
 
He may well be able to say something about what an ethics committee looks at an 
information leaflet for, but can he answer the fundamental question for you that this was 
unsafe and therefore that was a misrepresentation?  I cannot see and have not heard any 
expertise from him.  I have heard no mention of him having any familiarity with CNEP.  I 
have heard no mention of him having any clinical expertise as a consultant paediatrician 
and I note when he gave his qualifications his only postgraduate medical qualifications 
was a Diploma in Child Health  and I would doubt very much if that would help him to 
answer the question of whether CNEP is safe. 
 
MS SULLIVAN:  As my learned friends know, this witness has looked at 17 papers on 
the question of CNEP and what was being investigated and he is the one who is in the 
position to take you through those papers to show you what it was that was being looked 
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at in previous trials.  It will, of course, be a matter for you at the end of the day whether 
or not it was a misrepresentation within the parental information leaflet, but he is the best 
equipped, having gone through all of those papers which Dr Stimmler  
I think had not, to indicate to you what was being looked at in the previous trials and 
whether therefore it was a safe inference at the end of the day that CNEP had been shown 
to be safe. 
 
MISS O'ROURKE:   A very quick response to that. Dr Sheldon could probably read the 
17 papers, although he might have a horror about having to spend the time doing it.  He, 
as far as I understand it, continues to be a registered medical practitioner and has 40 years 
or so of medical working as a medical practitioner.  He would have thought he probably 
has more expertise therefore than Dr Nicholson who is not a registered medical 
practitioner and had five years of clinical practice.  Therefore, it comes to this point. 
Where is this individual’s expertise?  We can all read the papers, we can all see what is 
said.   
 
The reason you get an expert witness to give an opinion on something is someone who 
has got a better and higher qualification than us or a better and higher expertise gained 
over many years to explain it to us and tell us about it.  We have had that.  We had Dr 
Stimmler read those papers.  You will remember we had a longer adjournment so that he 
could read them and he told us as a consultant paediatrician, apart from what he had heard 
in the trade, and you will remember him using the words “unfortunately there were side 
effects”, there were good benefits from CNEP and it was stopped being used in other 
spheres. 
 
I come back to the same point.  What is this individual’s expertise that entitles him to say 
to us “That is a misrepresentation”?  I say if you are making it about a clinical technique 
and something that involved paediatrics you have to have a clinical medical expertise.  
This witness, it seems to me, has none. 
 
MR FOSTER:  Finally, I hope, again, all that this witness can say admissibly on the 
subject of misrepresentation is that the ethics committee were entitled to expect not to 
have the position misrepresented to them, an entirely uncontroversial proposition.  I do 
not imagine that any evidence is needed to establish that.  Then comes the question which 
Dr Nicholson is manifestly unable to answer:  Was there in fact a misrepresentation?  
You have before you already from the lips of Dr Stimmler the only admissible evidence 
on that point. 
 
THE CHAIRMAN:  Last word, Ms Sullivan? 
 
MS SULLIVAN:  Yes, sir.  I think I just end by saying that the whole purpose of ethics 
committees is to see whether the trials that are proposed are safe or not and as such 
someone who has been a member of ethics committees and heavily involved in ethics 
over a long period of time is the person who can give you assistance on what ethics 
committees consider and how they should look at these issues and that he is therefore the 
one who is qualified to deal with this and also with the nature of the scoring system as 
well insofar as it relates to ethical issues.   
 
Obviously I am not going to ask him about anything statistical and I am sure in due 
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course he will defer to Professor Hutton in relation to that. 
 
THE CHAIRMAN:   Very well. Legal Assessor? 
 
THE LEGAL ASSESSOR:   I am sorry, I do not think I can give advice at this stage, 
because I am very unhappy about the idea of a blanket exclusion of evidence or a blanket 
inclusion, because it does seem to me that there are questions that can legitimately be 
asked on the ground that has been already laid of expertise and certainly the groundwork 
has been laid for Dr Nicholson to say, although, to my surprise, this is not what you 
apparently want him to say, “Well, if it happened the way the parents described, that is or 
is not proper consent”, but he could be asked that.   
 
At the moment though I am having trouble in understanding why it is important to the 
Panel to know how an ethics committee would have reacted when the head of charge is 
indeed directed towards or appears to be drafted as to the question of informed consent 
with parents.  We are at a time when perhaps an adjournment would be appropriate and 
Ms Sullivan can give further thought to which questions she is thinking of asking.  I am 
sure she has given thought to that.  That maybe can be discussed and, of course, it may be 
that Dr Nicholson himself can give quite shortly now if there are any further grounds of 
expertise which he claims that have not been asserted on his behalf by Ms Sullivan I 
suppose he should be given the opportunity of doing so.   
 
MS SULLIVAN:  Yes, perhaps he could. 
 
THE LEGAL ASSESSOR:   Who is going to ask him the question? 
 
MS SULLIVAN:  Perhaps I should.  Dr Nicholson, you heard that.  Can you just assist 
this Panel with anything relevant in relation to your expertise and ethics committees.   
A It is probably relevant that I was involved in a small group writing the guidelines 
of the Central Office for Research Ethics Committees on how patient information sheets 
should be constructed and how they should be written and I have also reviewed a large 
amount of the empirical literature about the ways that information can be given to 
patients, what works, what does not and the way that informed consent is or is not 
obtained.  One of the problems we face in the research ethics field is that there is a very 
large amount of empirical evidence showing that the standard method for supposedly 
obtaining informed consent of giving a brief information sheet and having one 
conversation with a patient or parent of a patient is in many cases quite inadequate, but it 
seems to be part of the evidence base which the medical profession on the whole does not 
wish to be aware of.    There is clearly quite a lot of information available through several 
hundred empirical studies of the way that information is best given and how informed 
consent is best obtained which much of that literature I have at various times read and 
reviewed in articles. 
 
Q What is the role of the ethics committee in considering safety? 
A That is one of the primary duties of the ethics committee, to try to ensure that any 
research that is undertaken is both safe and is conducted ethically with proper care taken 
for the rights and the dignity of the patients or potential patients or potential parents of 
small babies who are going to be involved.  It should be remembered that the duty of care 
rests still with the investigator.  The ethics committee is an advisory committee.  It 
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advises health authorities or whoever on whether in its opinion research is safe enough 
and ethical enough to be allowed to go ahead.  As we noted in the British Paediatric 
Association 1992 guidelines, ethics committees hope to be able to work together with 
researchers to reach a reasonable conclusion. They are not looking for perfection in the 
way that a study is conducted, but they will lay down basic minima in terms of what 
information is to be given and whether a trial is safe enough to be allowed to be 
conducted. 
 
MISS O'ROURKE:   Sir, can I indicate, because I started this all off, that I was inviting 
Ms Sullivan to ask this witness questions to establish his expertise to comment on the 
particular heads of charge that she was about to go to next.  It is all very well to ask what 
is the role of ethics committee in safety or what is the interest in it.  The point that I made 
that Mr Foster also made that I think you, sir, have made and your Legal Assessor has 
made is this.  In looking at 11(c), the fundamental question you are going to have to ask 
yourself is was there a misrepresentation.  Of course, we all agree ethics committees are 
looking at whether it is safe and they want to be told whether it is safe.  I would be 
interested to know if this witness thinks that he has the expertise to assist you with 
whether or not there has been a misrepresentation and if he does what it is and I do not 
think the answer is just “I have read the 17 papers” because we can all do that.  Some of 
us in the room - I am not saying me - may be better qualified than him to answer the 
question having read the papers.   
 
I wonder if he can indicate to us what expertise he believes he has to assist you on the 
fact of whether or not it is a misrepresentation, beyond reading the papers, because 
everybody can read them.  What is there about his background or his training or his work 
as a doctor that allows him to help you on that question?   
 
THE CHAIRMAN:  The ethical question which arises - and in a sense it is a fairly 
self-evident one and is certainly borne out by the evidence which Dr Nicholson has 
already given - is that if it is said to the ethics committee that a procedure is safe when it 
is not, that is unethical.  I do not think anyone would have any doubt about that.  Your 
point is does Dr Nicholson have the appropriate expertise in order to be able to give 
admissible expert opinion on whether this procedure was safe or not.  
 
MISS O’ROURKE:  Absolutely.  In 1989.  
 
MS SULLIVAN:  Let us hear what he has to say about it, sir.   
 
THE CHAIRMAN:  Yes.   
 
THE WITNESS:  As part of my work running the Bulletin of Medical Ethics, I have spent 
many years reading many medical journals, so I have probably read rather more papers 
and reports of clinical trials than most doctors manage to do in their continuing education. 
  
Also, as a member of an ethics committee I have reviewed at least 500 clinical trials, a 
variety of different types of clinical trial, and one develops some sort of ability to read 
papers and assess them for what they are saying.  Whether this is in any sense expert 
opinion or whether I would suggest that I may be slightly better at it than the average man 
on the street.  
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MS SULLIVAN:  Can I just ask does that include looking at scoring, Dr Nicholson?  
 
THE WITNESS:  Clearly in a lot of clinical trials various scoring mechanisms are used, 
whether for quality of life assessments or whatever.  Yes, I have certainly looked at a 
considerable number of different types of scoring system.  The committees I have sat on 
have frequently found problems with scoring systems that are not validated.  We have 
often had to send researchers away to see whether (a) they can use an already existing 
scoring system that has been properly validated, or whether they can actually go and do a 
pilot study to ensure that the scoring system that they are using will actually do the job 
that they say it is going to do.  
 
MS SULLIVAN:  In fact, in terms of statistical significance, I am not proposing to ask 
you questions about that, but just so that the Panel knows the position, do you defer to 
Professor Hutton in relation to the statistical aspects of the scoring as opposed to ethical 
aspects?  
 
THE WITNESS:  I would for statistics, yes.   
 
MR FORDE:  Two supplementary questions.  What is his position as regards the 
expertise of Dr Stimmler and clinical matters?  I would like an answer to the following 
question:  have you ever been a responsible investigator in the conduct of a randomised 
trial?   
 
THE WITNESS:  No, I have not.   
 
MR FORDE:  Sir, what I suggest we do, given the hour, is meet with the Legal Assessor, 
all four lawyers, and just see if we can establish a framework for further questioning of 
this expert, if at all.  If there is advice to be given, I am sure we can reach a mutually 
acceptable conclusion.  In fairness to Mr Forrest, it is an argument that has developed 
over the course of the last 40 minutes and I am sure he will want to consider the advice 
that he would wish to give you.  
 
MISS O’ROURKE:  Sir, can I indicate, because I consider it fundamentally important to 
11(c), the question of misrepresentation that it is safe, and because I really did rely on the 
answer given by Dr Stimmler, I would in fact want the Panel, when it has heard everyone 
that wants to speak on it and any advice from the Legal Assessor, to actually make a 
ruling on this point as to whether this gentleman has expertise.   
 
I am afraid I, for one, having heard he has read papers and he thinks he is slightly better 
than the man on the street to assess them and he has done many years of reading, I am 
afraid I do not believe, and indeed would be submitting, particularly as I represent the 
consultant paediatrician who previously held the status of Professor of Paediatrics, I am 
afraid I do not think that would qualify someone to give expert evidence on the safety of a 
technique that he has never been involved in, never used and has never worked as a 
consultant paediatrician dealing with neonates such as this.  I would defer to Dr Stimmler 
and say he was able to give that evidence.  He had been told who he had seen the CNEP 
tank used.   
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I am afraid I do not think that just because you have read many papers you are able to say 
whether it is safe.  That is not the question, that I can assess papers and take things out of 
them and see what is being said.  It is a question of the authors of those papers and the 
people who wrote this information leaflet not just were relying on what was written, but 
Dr Samuels and Dr Southall had themselves got experience of CNEP, and they were 
entitled in putting together this parental information leaflet to put in the benefit of their 
own personal experience, in Professor Southall’s case as a consultant paediatrician.  
I would want a ruling on that point.   
 
THE CHAIRMAN:  Very well.  I think what has emerged in the last half an hour or so is 
various ways in which evidence might sought to be elicited around these issues, whether 
in any event the evidence which might be sought to be elicited is admissible and is 
relevant having regard to the way in which the charges are framed.   
 
Insofar as there may be areas of evidence which might be elicited, does Dr Nicholson - 
first of all is it appropriate for it to be categorised as expert evidence as opposed to factual 
evidence.  If the answer to that question is yes, is Dr Nicholson appropriately qualified as 
an expert to give it.   
 
Those seem to be the issues which have been thrown up in the debate which we have had. 
 I think the suggestion - I think we would probably break now in any event, even if it was 
not a good suggestion, but it is a good suggestion.  If we break for an hour and come back 
at two o’clock.   
 
Ms Sullivan, the Legal Assessor and others can consider where we go from here in light 
of the way the issues have been at least thrown up and identified.  If, in response to the 
point you made latterly, Miss O’Rourke, there remain outstanding issues because Ms 
Sullivan wishes to pursue a line to which you would take objection and on which you 
would wish the Panel to make a ruling, then we can do that, but at least I think when we 
come back the argument on each side on which the Panel would make a ruling and the 
legal advice which we can be given in order to assist it can then be perhaps better 
clarified.   
 
Let us break now and come back at two o’clock.   
 

(The Panel adjourned for lunch) 
 
THE CHAIRMAN:  Welcome back, everyone.  Ms Sullivan.  
 
MS SULLIVAN:  Sir, I am afraid no agreement has been reached amongst us, so I think 
that the position will have to be argued in due course.   
 
Speaking for myself, having had a barrage - which I think is a word that might have been 
used before in this case - having had a barrage of objections, I would like to consider 
what is being objected to and my approach to it.  Obviously it is an important issue and 
I know that the Legal Assessor will need to give you advice in due course.  Sir, I would 
like time to consider it.  I have also asked my learned friends to put in writing what their 
objections are so that I can consider them.  
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MR FOSTER:  I, for one, do not mind doing that.  I thought that this issue had been 
argued.  There is no legal novelty at all in the submissions which have been advanced.  
Skeleton arguments seem to me to be superfluous; although I am sure we are all very 
happy to do them if that is thought necessary.  I would have thought this is a matter which 
can be adjudicated upon now on the basis of what you have already heard.  
 
MISS O’ROURKE:  Sir, I agree, I think you can adjudicate.  I have made all the points  
I want to make.  If my learned friend wants me to put them in writing then obviously I 
can do so, and I can set out perhaps a little bit of what I say is the requirement to give 
opinion evidence and expert opinion evidence, but I guess your Legal Assessor can you 
tell you that in any event.  I will not be adding anything new.  I think you can rule on it 
now and I would like you to rule on 11(c), 12(b) and 12(d) on whether this individual has 
any expertise on it.   
 
If the Panel decides it is appropriate that I put something in writing over the weekend and 
present it to you and Ms Sullivan on Monday, then I can do that.  
 
MR FORDE:  Sir, the request having been made by Ms Sullivan, who obviously has a 
duty to present the case as she sees fit, and it does raise important issues, I am more than 
happy to produce a skeleton argument.  It will be relatively brief.  It probably affects my 
client more than any other, if one looks at the reality of the situation.  Although the 
allegations are made against other doctors, the doctor who was on the ground dealing 
with the Staffordshire trial was Dr Spencer, so it is an important issue.  If my learned 
friend feels prejudiced by not having my objections in writing, and possibly even being 
able to read the transcript of this afternoon, then she is quite entitled, I think, to ask me to 
reduce my thoughts to writing.   
 
I also have some sympathy for the learned Legal Assessor because we did rather develop 
these arguments on the hoof, as it were, and he will want to consider the advice that he 
wishes to give and I suspect it will be much easier if he has a skeleton argument.  Also, in 
terms of your determination, you may want to be able to refer to written arguments 
advanced by us in your determination, whether accepted or rejected.   
 
I am more than happy to do that for Monday morning.  I understand that there might be 
some papers which could be copied for you, which are the ones that the Ethics Committee 
- I think I am right in saying this - would have had at the time of the application.  
Certainly it may be the case that a view could be taken of whether or not the patient 
information sheet accurately described the technique in terms of safety based upon the 
papers that were submitted at the time of the application.   
 
Because one of my anxieties is not only are we straying from the real time, real world 
adjudication of this back in 1990 - because many, many papers can be read 16, 17, 18 
years onwards, people can go back to 1967 or 1947 I think we have gone as far back as, 
looking at it from an expert perspective, but you may want to adjudicate upon that which 
these practitioners knew and honestly believed to be the position at the time that the 
application was made.   
 
So that is another issue that perhaps could be dealt with if we do finish our task a little 
early.  I am sure that there is plenty that you, the Panel, could read into as regards that 
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which went with the application.  
 
THE CHAIRMAN:  Presumably, Mr Forde, the papers you are referring to are the ones 
which are actually identified at page 12 of file 1 tab 1? 
 
MR FORDE:  They are, sir, and what is important – and again I am not implying any 
criticism – that which we have from Mr Nicholson did not include the Samuels Southall 
paper of 1989 and it is certainly our case that Dr Spencer was entitled to rely upon the 
conclusions they drew in 1989 when he made his application, the apparent safety of 
CNEP as it appeared to him from that paper, the fact that it had involved respiratory 
distress syndrome in neonates and I certainly will be relying upon in my skeleton, if I 
have to, the extracts of evidence from Dr Stimmler where he said it was from his clinical 
perspective appropriate to extrapolate from the larger babies 
 
We are trying to discover – and I do not know whether we will be able to do it before 
Monday – whether some of the neonates were in fact as young as some of the children 
involved in the trial.  We certainly have in evidence the fact that Patient 6 was 32 weeks 
and 1.6 kilograms and you know from the evidence of Dr Livera that she had experience 
of 28, 29 and 30 week babies, so younger than Patient 6, so it will very much be my 
stance that if there was experience of babies younger than Patient 6, for instance, prior to 
the trial, it was reasonable to describe in the Patient Information Sheet the technique as a 
safe one. 
 
I can collate all of this with the references to the transcript, if it would help. 
 
THE CHAIRMAN:  Yes, certainly.  Just so I did not mishear you, did you say that the 
paper which you were talking about, the Samuels and Southall paper which… 
 
MR FORDE:  Accompanied the application. 
 
THE CHAIRMAN:  It is within the references, is it, the one that you are talking about? 
 
MR FORDE:  I think it is on page 12. 
 
THE CHAIRMAN:  All the articles which accompanied it are identified at page 12 and 
that includes the paper you have just been referring to. 
 
MR FORDE:  Yes.  It is, just for the record, sir, number 4, BMJ. 
 
THE CHAIRMAN:  Yes.   
 
MR FORDE:  I believe number 3 also, as the title suggests, included some discussion 
about negative extra thoracic pressure in BPD – I am not sure of the age of the children 
but certainly we would say that the fourth paper would provide a basis for the assertion 
made in the information for parents which you see at page 5 of the application. 
 
THE CHAIRMAN:  I think probably in view of the observations which have been made 
by counsel it would be sensible if the Panel just had the opportunity to review the 
situation and I think what needs to be determined right now is the proposition that we 
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should adjourn for the purposes that Ms Sullivan outlined and which to an extent is 
supported by Mr Forde, or whether we should seek to give a ruling now.  I think that is 
something which the Panel ought to take a few minutes to discuss amongst themselves, so 
if we can do that then we will take it.   
 
THE LEGAL ASSESSOR:  If I could say, I too would value the opportunity to consider 
this matter at somewhat greater length.  It is not a matter that is entirely bereft of legal 
authority and although none has been cited.  Whilst the principles are clear, I would wish 
time to consider it in any event.  There was at one time a plan, as I understood it, to make 
a formal application to exclude this witness altogether, although that has not been done.  
This would have a similar effect and so it is very important to the future conduct of the 
case that the answer be got right.  Thank you, sir.  
 
THE CHAIRMAN:  That might seem to tip the scales in favour of taking the time to 
consider the matter.  (Pause)  We seem, by a process of communication within the room, 
to take the view that this clearly is an important aspect of the case and that it would, 
therefore, be appropriate to take the time to deal with it so that the arguments can be 
clearly articulated, identified and then ruled upon with the benefit of legal advice which 
the Legal Assessor himself would like time to consider, so I think then what is proposed 
is that we should adjourn at this point, the Panel should be provided with the relevant 
article, with which I assume everybody is happy? 
 
MS SULLIVAN:  Yes, I think we would all be happy, sir, but there is a problem in that 
the articles which we were going to copy for you which Dr Nicholson had referred to are 
not the same as those referred to at page 12 with the exception of one, so therefore we do 
not have copies of those but I imagine my learned friends do, because Mr Foster has 
already put in some of them but in abstract form.  
 
MR FOSTER:  I have put in one in abstract form, the rest are full copies. 
 
MS SULLIVAN:  All right.  We think that the ones Mr Foster put in are not these either, 
so we need to track them down. 
 
MR FORDE:  Sir, we will do our best to supply you with those.  It seems to me if this 
witness is going to comment upon the patient information form and the attitude of the 
Ethics Committee, it would be sensible for you to have the material that they would have 
considered at the relevant time, rather than any after acquired consideration, after the 
event consideration of articles by him.  As you know, I am very anxious that you look at 
this case in a real world, real time perspective.  
 
THE CHAIRMAN:  Yes.  In a sense, of course, there is an element of circularity about 
that because, of course, it depends on the way in which Ms Sullivan wishes to present her 
basis for the admissibility and relevance of this evidence, but a good starting point, it 
seems to me, since we are considering and going to be asked to consider the matter of 
safety and if it is said to be an issue which relates from an ethical point of view to the 
application, then it would be a good starting point, I think, for the Panel to see the 
material which accompanied the application. 
 
That then, Ms Sullivan, seems to raise the question of where we actually get to come 
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Monday, because if we stop now, then the current intention, as I understood it, was for 
Professor Hutton to return on Monday. 
 
MS SULLIVAN:  Yes.  I think given the commitments that she has, it may be preferable 
to finish Professor Hutton, then come back to this question of admissibility perhaps once 
she has finished her evidence with a view to, say, Dr Nicholson returning on Tuesday.  I 
am just thinking on my feet when I suggest that.  
 
MISS O'ROURKE:  Sir, the only question I would raise is this – is it possible to ascertain 
whether Professor Hutton is in fact available on Tuesday, because she did make the point 
she could come back on Monday as being the next day that she was available.  If she is 
available on Tuesday I have to say I think it would be preferable that we finish this 
argument, if we are preparing skeletons, and we make a determination on it and we finish 
this witness’s evidence in chief before we continue to hear from her. 
 
The second reason I say it is this – our expert statistician is available on Tuesday morning 
to sit here and advise us.  He is not available on Monday morning.  That is obviously not 
a determining factor but it may well be helpful to us if she was in fact available on 
Tuesday to then finish this witness’s evidence in chief on Monday and deal with her on 
Tuesday.  
 
THE CHAIRMAN:  Ms Sullivan, perhaps that is something which you could look into in 
the sense that the Panel will be back here at 9.30 on Monday and we, of course, will be 
happy to deal with whatever aspect of the case is presented to us on Monday.  The 
suggestion is that if Professor Hutton is available on Tuesday then could she be called 
then but if she is not then it seems to me that it would have to be Monday in any event. 
 
MS SULLIVAN:  Yes.  Speaking for myself I feel as if we have asked her to 
accommodate us in lots of different ways already and it may be that we will need to stick 
with the current arrangement. 
 
THE CHAIRMAN:  Yes, but presumably a courteous and tactful enquiry could be made 
so that… 
 
MS SULLIVAN:  Certainly.  
 
THE CHAIRMAN:  If the Panel leaves you, as it were, to see how things are going to 
progress on Monday and then we will return on Monday morning and see where we go 
from there. 
 
It may be that, since there is at least the possibility that we will continue with this aspect 
of the case on Monday, depending on the outcome of any enquiry you make with 
Professor Hutton, then presumably it would be sensible if the Panel were to remain - 
looking at the provision of this material for the Panel, can that be done this afternoon? 
 
MS SULLIVAN:  We do not have it, sir. 
 
THE CHAIRMAN:  No, I am looking to my right. 
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MS SULLIVAN:  The other side of the room.  
 
THE CHAIRMAN:  Yes. 
 
MR FORDE:  We think we have got at least some of it, sir, but they may be in a room 
elsewhere in the building, so if we could conduct a search for you, then we can organise 
the copying. 
 
THE CHAIRMAN:  Very well.  All right.  Then that is what we will do.  We will adjourn 
now until Monday morning and hopefully the copying of the material can be done so that 
we can be given some if not all of it within the next hour and leave it to you, Ms Sullivan, 
to see how you are going to play it on Monday, which aspect we are going to deal with 
because that, of course, will depend on what Dr Nicholson is advised about when he 
should next appear. 
 
MS SULLIVAN:  Yes, sir.  
 
THE CHAIRMAN:  So there we are.  Dr Nicholson, I ought to say that as you are in the 
middle of giving evidence, you must not talk about the case or discuss it with anyone.  
Presumably that is subject only – and again I am looking to my right – that you have no 
objection to communication between Ms Sullivan and her instructing solicitor over Dr 
Nicholson’s next attendance. 
 
MR FORDE:  No, sir. 
 
THE CHAIRMAN:  No.  All right, thank you all very much.  We will adjourn now and 
return at 9.30 on Monday. 
 

(The Panel adjourned until 9.30 a.m. on 
Monday 16 June 2008) 
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THE CHAIRMAN:  Good morning, everybody.  We continue with the case of Dr 
Spencer, Dr Southall and Dr Samuels.  Ms Sullivan, I gather that Professor Hutton has 
just arrived?  
 
MS SULLIVAN:  Yes, sir, I wonder if she might have a few minutes to get her thoughts 
together and then we should be ready to start with her? 
  
THE CHAIRMAN:  What we might do to fill in the time is allocate some exhibit 
numbers to the articles, the papers which we were given to look at on Friday from the 
references in the application.  
 
MS SULLIVAN:  Yes, I wonder if we might be given a copy?  Nobody gave us one.  
  
MR FORDE:  They were given to the assistant so I do not know why you were not given 
one.  
  
MS SULLIVAN:  The Committee secretary will get us a copy.  
 
THE CHAIRMAN:  Do you want to wait for a copy before we try to give the numbers? 
  
MS SULLIVAN:  No, sir, I am sure I will be given them with the numbers on so I know 
which is which.   
  
THE CHAIRMAN:  The suggestion that I have is taking them in the order that they 
appear in the list of references which will make the paper by Fanaroff and others 
“Controlled Trial of Continuous Negative Internal Pressure” as D13.  The paper by  
Dr Southall and Dr Samuels “Negative Extra Thoracic Pressure in Treatment of 
Respiratory Failure” will be D14.  The paper by Dr Samuels and Dr Southall “Continuous 
Negative Extra Thoracic Pressure in the Treatment of Bronchopulmonary Dysplasia” will 
be D15 and, finally, the pulse oximeter paper by Dr Southall and others will be D16.  
Good morning, Professor Hutton. 
 
PROFESSOR HUTTON:  Good morning.  
  
THE CHAIRMAN:  I think, Mr Forde, when Professor Hutton was last here you were on 
your feet? 
  
MISS O'ROURKE:  No, I was.   
 

Jane Luise HUTTON, recalled 
Cross-examined by MISS O’ROURKE (continued) 

 
Q Professor Hutton, I just want to run through a few points in summary with you 
before going back to some other issues and finishing off.  Firstly, would you agree with 
this that there is no evidence or indication that these clinicians became involved in any 
pair wise individual assessment of the scores?  They wrote a paper.  You agreed with me 
last week that they used the score to decide when to stop the trial or that was the intention 
of it, in fact, it did not ultimately work out that way.  
A My understanding is that the reason the trial stopped was a futility boundary, was 
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stopped based on the score.  So the trial was stopped on the basis of the score, use of the 
score.  
 
Q There is nothing that indicates that they themselves ever sat down and did an 
individual pair wise analysis.  In other words that the scoring system was designed to 
compare clinically one in a pair with another in a pair by use of the score?  
A Could you clarify?  I thought there was some discussion of anomalies.  
 
Q I do not know what you mean by that.  
A I thought there was a discussion that you could have an anomaly whereby a live 
baby in a pair was scored higher than a dead baby.  
 
Q No.   
A Okay, fine.  
 
Q They did not discuss that.  The paper does not discuss that.  The paper does not do 
any pair wise analysis.  Joe Raine’s thesis does not do any pair wise analysis.  
A Fine.  
 
Q There is no evidence that they were individually looking at the individual pairs 
and saying there is a clinical comparison or not comparison.  In fact, that would not work 
because let me give you an example, you could have two babies who survive who have 
the same score on the scoring system but you would, in fact, say you cannot actually 
clinically compare them because one of them might have the low score because it 
developed necrotizing enterocolitis, the other might have the low score because it had a 
very bad head scan.  
A My understanding is that there was a statistician, John Alexander, who did the 
paired comparisons and those paired comparisons are what are behind the graph which is 
given in the paper.  
 
Q Yes, in numerical terms, yes, he does that in a graph but as far as the paper is 
concerned and the clinicians are concerned there was no question of them saying one 
baby did better than any other because they were not, even if the babies got the same 
score, able to clinically compare them because you could get a low score because you had 
necrotizing enterocolitis or you could have a low score because you had a bad head scan. 
 Clinically you do not compare those.  You do not say they are equivalent because they 
would be different in terms of longer term implications and therefore to clinicians you do 
not start saying we are comparing based on the fact that they have got the same score.  
What they are interested in is the clinical data.  
A I am looking at the article on page 1157.  
 
Q This is bundle? 
  
MS SULLIVAN:  Bundle 3, page 157.   
 
MISS O'ROURKE:  Yes.  
A Under “Statistical analysis”, this may be a question of needing a very precise 
explanation, if you go up to the second last paragraph “The chief significant level…”, 
etcetera, “Additional analyses…” etcetera: 
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“Additional analyses of individual components of the overall clinical 
outcome score and other secondary outcome measures were made 
only for completed pairs.  Confidence intervals were calculated 
using the standard approaches from matched pairs designs.” 
 

So that to me suggests that matched pairs were used in the analysis and 
therefore when one moves directly to the right and down slightly you will find:  

 
“The mean difference in scores was 6.8, 95%, confidence interval 
1.8 to 11.7.”  

 
My reading of what has been stated in the statistical analysis is that that score is based on 
a matched pairs analysis which means you did directly compare the total scores.   
 
Q Yes, but in a total across all the pairs and all the groups.  Not individual one on 
one.  In other words, not to say this baby did better than that because the scores were not 
necessarily a measure of doing better.  That was not the purpose of them.  
A From what I read of this in order to get that figure, 6.8, was an analysis that was 
repeated by Dr Marsh, what you get is you take each pair and you compare the scores 
between each pair.  
  
Q Yes, but then you add it all up together for all the pairs and so it is the point that  
I made to you out at the outset of your evidence that Dr Raine had made, that if, whether 
you want to call them anomalies, as he does, or, as we do, counterintuitive scores they 
will balance out because you will have early mortality or dead babies with equal numbers 
on both sides of the treatment.  So because your overall analysis is adding them all up and 
looking at the totality you are not, as such, relying on individual comparisons between 
two because the extra early death will be in some other pair and they are all taken into 
account together.  
A You are doing a matched pairs comparison.  You are doing a comparison within 
pairs.  You are then taking an average.  As far as I am concerned you are making a direct 
comparison within pairs.  
 
Q What I am going to suggest to you is overall that is the difference.  You are not 
looking at any individual.  So if you have five pairs where death of the baby who dies 
scores higher than the baby who lives you will have also the other way round; pairs 
where, in fact, the baby who lives --- sorry.  You can have it the other way round where 
there are counterintuitive anomalies because of an individual because the early deaths 
will be on both sides?  
A The risk to Drs Southall and Spencer and Samuels, amongst other people, the risk 
arises from individual pairs, not the aggregate and that is why the expected utility of the 
score in this particular version is, in my view, not appropriate.  I do not think it is 
appropriate for, as far as I can see and the repeated claim is, as far as I can see, minimal 
benefit or probably no benefit from the score and extremely high risk to the clinicians.  
That is why I do not think it is appropriate.  
Q Can you just explain that?  Why do you say extremely high risk to the clinician?  
A Because this is a trial in which people die.  
 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D25/4 

Transcribe UK 
VRS Ltd 

01889 270708 
 

Q No, that is not right.  
A This is a trial in which it was expected that about 20% of infants would die.  
 
Q Yes, but they are not dying because of the trial, they are not dying because of the 
modality of treatment. 
A I know that they are not necessarily dying because of the trial.  
 
Q Necessarily does not enter into it, Professor Hutton.  I think you should 
understand two things.  Firstly, that it is no part of the General Medical Council's case 
that CNEP has either caused or contributed to the death of any child.  Secondly, and 
perhaps more importantly from what you have said, it was expected that there were going 
to be deaths not related to CNEP but because the national average percentage figures at 
that time for children born with extreme prematurity was that one in four or one in five 
would die.   
I think again, as you know, both from reading the paper and from Joe Raine’s thesis, 
although I think you told us you have not had the opportunity to read it, the overall 
figures matched national expectations?  
A Yes.  
 
Q There is nothing different.  Which again supports the position that it is not CNEP 
that has caused the deaths.  So this is not a question of these clinicians risking death as a 
result of what they are doing.  This was a safe system.  All that was happening was they 
were comparing the long-term morbidity outcomes of two different modalities of 
treatment.  What are you saying is the risk to these doctors?  
A I was not referring to the risk of death.  
  
Q I thought you were because you said they were at risk because babies were going 
to die?  
 
MS SULLIVAN:  That is not the same thing.  
A Thank you.  
  
MISS O'ROURKE:  So explain why these doctors were at risk?  
A In any situation, almost any situation in which people die, so my elderly mother 
dies or my elderly father dies, when they have died I will think if only I had done that to 
make things easier for them, or if only I had understood that my father was trying to tell 
me he was dehydrated.  That is pretty common humanly.  I might then think they should 
not have let my father get dehydrated.  I might or might not choose to do anything about 
that.  If you then take the death of an infant or a child the emotions tend to be even 
higher. As far as I know and I would assume that the doctors here would be upset when a 
child dies but I am pretty certain that the parents will be upset when the child dies and it 
is an entirely natural reaction to think “Was it my fault that my child died?  Was it my 
fault that I let the child go into the trial?”  As I said, the follow-on from my saying they 
should not have let my father get dehydrated is “Is there anything that anybody else did 
wrong that could have prevented my child dying?”  As far as I am concerned, having a 
scoring system which might be entirely appropriate in one framework which does not 
recognise the amount of distress that will be caused if it is perceived that you are scoring 
an infant who died at two days as if that infant were alive and well is not appropriate.  I 
think that leads to where we are now; it leads to something which I think could have been 
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avoided with a very slight modification of the score and that we would not have been 
sitting here at all. 
 
Q But you are talking now about moral and ethical again? 
A I am sorry, I am talking about Bayesian statistics. 
 
Q I am going to suggest to you that you are in fact talking about moral and ethical 
but apart from anything else there is no evidence that any scores were told to any parents, 
that any pair-wise scores were told – in other words, that any parent even appreciated 
their child had a pair.  I do not know if you appreciate it but sometimes these pairs were 
nine months apart and they were not even in the hospital at the same time.  Did you know 
that? 
A Could I clarify?  Are Mr and Mrs Henshall aware of all the pairs where the orders 
were swapped?  Are they aware of the pairs? 
 
Q They are aware because they have pursued Freedom of Information Act searches, 
because they have pursued matters through the General Medical Council etcetera.  They 
should not be aware of the names of the pairs or clinical details about other children.  
Sadly, it appears they may be about some of them; it may be because the parents 
consented or joined their campaign, but on the basis of what was going on at the time of 
the trial and indeed what would reasonably be anticipated, there was no information 
between parents as to which child you were paired with, no disclosure of names, and it 
was not even that they were in hospital at the same time because in most of the cases of 
the pairs there was a time lag between them – I think the worst case was in excess of 12 
months. 
A It is my view that you could reasonably have anticipated that things would be 
disclosed and that the--- 
 
Q In what way?  That you would come out with the names of pairs and clinical 
information?  Why? 
A I think it is reasonable to anticipate that children would have died, unconnected 
with the treatment but it is reasonable to anticipate that 20 to 25 per cent of children 
would have died; it is reasonable to anticipate in the climate of the UK in the late 
1980s/early 1990s that there was a fairly high chance, apart from anything else, the score 
is published.  So it leaves it open to any parent to look at the score and it is my view, 
therefore, that one of the things that one does in evaluating a measurement or score is to 
look at aspects of what Bayesian statistic framework would call the expected utility of 
that score. 
 
Q That is why I said to you about were you judging it by the standards of which 
period.  Back in 1989 there was no Freedom of Information Act, there was not even an 
Access to Medical Records Act; there was not legislation that would have allowed 
anyone to do what the Henshalls have done, nor indeed to appreciate that they would run 
a campaign and gain the ear of the media that would give them access to other parents 
that would then access their information.  I still put the point to you the same, that what 
you were saying to us, that you are saying factors that should influence you in devising a 
score are factors that effectively are moral and ethical? 
A I think you have to consider what you are trying to achieve with any trial.  What I 
am thinking of is you have to consider the balance of risk and benefit from the trial and I 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D25/6 

Transcribe UK 
VRS Ltd 

01889 270708 
 

think I would expect the balance of risk and benefit to be considered. 
 
Q We say that is a matter for clinicians, not statisticians, so let us just agree to differ 
because you are obviously not going to change your position.  Let me put to you 
alternatives in terms of scoring systems and why they were right to reject them.  What 
John Alexander will say is that yes, he did – and indeed the clinicians did – consider this 
question as to whether there might be counterintuitive outcomes and a dead baby scoring 
higher than a live baby.  One of the options they considered was this:  to stop subtracting 
any further scores for both infants in the pair as soon as one of them died, so that you then 
had the same observation period for both children in every pair but in fact what you then 
would be doing would be treating the pairs as censored at the time of the first death? 
A I agree. 
 
Q That is a possibility that you could do, and you could then have equal 
comparisons if you did that and you would not require any imputation of morbidity 
outcome for any dead baby, either implied negative or in the absence of negative – yes? 
A Yes. 
 
Q Because, as I put to you the other day, if you take your approach and say “We 
start scoring all the dead babies as zero”, in fact what you were doing is imputing to them 
the worst possible outcomes when they do not have them? 
A Yes, that makes essentially no difference. 
 
Q That is right.  Whereas if you took this of stopping everybody when one in the 
pair dies, what John Alexander says “Yes, you could do this but would this be an 
approach that has some merit?”  His point is this, you would not in fact, even if you did 
that, ensure that a baby who died scored less than a baby who survived, even if you 
stopped them both at the same period, because what you are actually doing is it is an 
inverse system.  The low marks, the zeros, are for bad things and your top is 184.5.  So if 
you suddenly stop it and censor it when the first of the pair dies that one at the time of 
death could have been doing fairly well and dies from an unrelated cause, we will score 
the 25 for the mortality from an unrelated cause but otherwise could have had very good 
scores, whereas its pair at that moment that you suddenly stop it could in fact have been 
having quite a bit of IPPV, high rates of oxygen and other complications and so you still 
would not avoid the one who has lived scoring less than the one who has died, all you 
would be doing is not scoring dead babies? 
A How would you treat question 9?  I think that is critical in whether you can get 
that pattern. 
 
Q Sorry? 
A I think it is probably quite important how you treat question 9. 
 
Q You would have to have a different question 9, that is the point.  In devising the 
scoring systems, John Alexander did a number of examples and then said to himself 
“Look, I accept no system is perfect, I accept there could be counterintuitive examples 
here, so what do we do with dead babies?”  One of this thoughts was “Right, what we 
will do is censor and freeze the pair at the moment of death”.  There are two problems 
with that:  the first one, as I have said to you, is that you would still and could still get the 
counterintuitive example because at the moment the first baby dies the other one in the 
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pair may well be scoring less in any event because of what has been happening to it up to 
now and so you still have the same problem.  You would also have the problem you are 
now losing the further data on that child.  You have told its parents it will be in the trial 
and you are now suddenly stopping everything on the one who lives and say it is at day 
ten, you can only do it for another 46 days in respect of that child and valuable 
information and you have got a child signed up in the trial.  So you have got those two 
problems, that you could still have the anomaly.  Indeed, John Alexander will say “I 
rejected the idea on statistical grounds because the censoring might not be random, but 
mainly I rejected it on scientific grounds because a large amount of morbidity comparison 
data between the groups in the surviving infants would be lost just to ensure that each pair 
was always compared on exactly the same basis”.  That is the problem, is it not?  You 
would be losing scientific data in the surviving infants and in a system where you were 
actually adding it all up together and doing overall group comparisons you would be 
losing data too? 
A I agree it is inefficient.  I would not have considered that kind of censoring 
system.  It does not mean there are not other systems. 
 
Q What it indicates is they did have it in mind--- 
A Yes, I agree. 
 
Q …you have said in your evidence-in-chief “Was this a no-no moment?” and I 
have said to you that if you read Jo Raine’s evidence and understand what the doctors say 
it is not a no-no moment; they thought long and hard about it and they came back at the 
end of the day that morbidity was the key and they did not want to over-emphasise 
mortality, which they would do if they took the approach of giving a higher score to 
mortality or to the dead baby they would swamp the morbidity factors? 
A I agree they have discussed that. 
 
MISS O’ROURKE:  Sir, I have been passed a note to indicate that our expert, who we 
had hoped would be able to be here to hear Professor Hutton’s evidence but, as we 
understood, she is not able to come tomorrow and so she has come today obviously and 
he is not here with me.  I am told by somebody somewhere down the line, because 
somebody has just read an e-mail, that he has just sent an e-mail that I should see and so 
can I have a ten-minute break in order to do that?  Sir, if he had been here what would 
have happened is he would have been passing me a note from the back and I would have 
been able to read the note and deal with it while I was on my feet, but because he is not 
here the message I am getting is can I ask for ten minutes because there is something 
I should see that he said. 
 
THE CHAIRMAN:  In which case you can certainly have ten minutes, Miss O’Rourke. 
 
MISS O’ROURKE:  Thank you, sir. 
 

(The Panel adjourned for a short time) 
 

MISS O'ROURKE:  Thank you, sir, I am very grateful for the time.  Professor Hutton, to 
go back to where I was, what I was suggesting to you was that in fact what they were 
doing was a group wise comparison.  They were effectively not doing individual 
comparisons in terms of what they were looking at and because they were saying there 
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would be a statistical distribution of the scores reflecting the totality in the two group and 
because they were expecting the deaths on both sides to be the same, or approximately 
the same, then that was something that could inform them in devising the scoring system 
that they did. 
A As far as I can see they did a matched pairs comparison.  
 
Q What I am going to suggest to you is that – indeed I will read you from the words 
of John Alexander – that they were expecting the average score of a baby who died on 
either treatment to be lower than the average score of a baby who survived on the same 
treatment, but what they were doing, therefore, was allowing for the fact that an early 
death in one treatment group might drive the decision plot towards the wrong boundary in 
one sense, but on the other hand it would be balanced out by one going the other way and 
driving the boundary the other way, because they were saying the deaths were going to 
be, or we expect them to be – no reason not to expect them to be – the same on either side 
because it is random? 
A The reason I quoted the Errington paper to say that this was a good trial was that 
you need to allow for the possibility that the deaths will not be the same, so that is one of 
the other reasons why I think I would not describe the scoring as entirely appropriate.  
 
Q You see, what they were doing is, I would suggest to you, that there might be a 
small pull towards one decision boundary or the other but it would not significantly 
outweigh the morbidity comparisons in the great majority of babies because the bigger 
amount survived.  As you know, the deaths were one in five, so 80% survived and so the 
fact you might have the odd, whether you call it an anomaly or counter intuitive situation 
was not going to affect the overall weight of the study. 
A Yes.  
 
Q In fact John Alexander will say, the success of their scoring system is borne out 
by the fact that there were only five out of 26 counter intuitive or anomalous pairs with 
one baby dying and having a higher score than the other.  I think you agree? 
A He is entitled to view that as a success.  
 
Q I do not know whether you have in fact analysed those or whether you have in fact 
simply been given the data that there are five or whether you have actually looked at the 
breakdown of the figures for those? 
A I have not looked at the breakdown of the figures.  
 
Q You have not.  You see, three of those pairs favoured CNEP but two went the 
other way, so again it supports the play of chance? 
A My concern is not which treatment is not supported. 
 
Q Then indeed there were pairs where both died and there were three cases where 
the higher score went the other way around, so again two of those favour standard 
treatment, so again that would suggest that overall if you look at the cases of anomaly, 
that four go in one direction, two in the other and so it bears out the expectations, there 
are anomalies on both sides? 
A I am not concerned about the anomalies being on both sides, as I have said.  
 
Q The other point is this, I do not now if you know it, but in the five pairs where the 
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dead baby scored higher than the live baby, in fact in three out of the five the difference 
in scoring was very small? 
A Yes, I had seen that.  To my mind that is a further reason why I would not have 
used this score without modifying it slightly.  
 
Q I am going to suggest to you that in fact because of the way this trial was working, 
because it was negative findings and you are in effect subtracting from a theoretical 
maximum, then it is chance alone in the pair wise comparison which way it will come 
out, but it will not affect the global efficacy score? 
A One has to consider it at the point of design, not just the outcome.  As I said, it is 
not the question of – you need to consider not just what actually did happen but also what 
might have happened and, as I say, it is my view that the score – I am not suggesting it is 
a terrible score; as I say in my evidence I think it is a very sensible approach, everything 
that is there.  I still do not think it is appropriate to have allowed those anomalies to 
continue.  I do not think it has had any adverse effect on the conclusions about the 
treatment.   
 
Q You see what we say is there was not any way that you could design a system that 
would not have some anomaly.  The example I gave you, if you stop them both when the 
first of the pair dies then you lose data and you could still get the one who has lived 
scoring less.  If you adopted another system altogether where you put overwhelming 
weight on mortality, then you would be defeating the expectation of the trial which was to 
examine morbidity when 80% were going to live and a small amount was going to die.  
 
What I am suggesting to you is, they had to come up with some way.  They looked 
carefully at it, they get the advice of a statistician, they say, “Here is the range of options” 
and they plump for one.  That is a matter of judgment.  That is judgment made by them as 
clinicians with the benefit of the advice of a statistician.  You may think there is a better 
way of doing it but what they did was within a range of reasonable options? 
A I still do not think that because they chose one way instead of a mine, a different 
way, one can claim that the way they chose has to be the only appropriate way.  
 
Q I am not saying that.  
A I think--- 
 
Q I never said that. 
A If you are going to be operating in a measurement system which is operational and 
pragmatic, then it is important that you consider face validity and, as I said, if you 
consider that then you do need to consider face validity and I think you get into a 
problem.  If you are thinking you are operating mainly on a representational framework, 
then the score, as I understood it, I thought, was a very sensible score.  
 
Q I think we may be at cross purposes.  I have never said it is the only way of doing 
it.  In fact, I think I put expressly to you the words of one of our experts.  It is a valid way 
of doing it.  It is not the only valid way of doing it, there are other ways. With the benefit 
of hindsight it may be the most valid way but who can say?  All that I am suggesting to 
you is that there were different ways that you could do it.  You could put a different 
weighting on it, you could ask the questions differently, you could, as you suggest, score 
mortality higher not, they say, if you want to reflect morbidity as the main feature.  There 
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are other ways, as John Alexander has said, that you can stop scoring when one baby 
dies, you can take a different approach.  All that we have got to look at it whether the way 
in which they did it was a valid way, assisted the outcome of the trial, which it did, and 
therefore was an appropriate way of doing it.  You might say not the most appropriate, 
you would do it differently, but what we disagree with is the use of the word 
“inappropriate”? 
A I think one could probably look at Question 4 for this – I do not think it is 
appropriate because of the use it is making of the last value or not making of last value 
carried forward, it is not an appropriate way of dealing with what we would call 
informative missing data. 
 
Q That is where I was about to come next.  I am afraid our statisticians have looked 
at this and say that you are perhaps misusing the words “missing data” because it could 
be a logical consequence if you have a patient who cannot be follow up or is lost to 
follow up or accidentally removed from the trial, then missing data may be a logical 
concept in those circumstances, but in fact what has happened here is not that there are 
missing observations because, of course, the baby has died.  What we are doing is we are 
giving a maximum score because we are saying there is nothing adverse to observe and 
therefore no deductions that could be applied, which is a scientifically honest approach? 
A It has a very clear – last value carried forward has been used in the one case where 
the ultrasound was not available at 56 days, so clearly they are quite happy some of the 
time to use last observation carried forward.  The example I would give of the scientific 
issues behind what one is doing is if you look at Question 4 there are three time periods 
and there are three degrees of needing oxygen, I think it is.  If you have an infant who 
lives for the first period and half way through the second period and is doing very badly, 
what this is doing is saying well, we will assume – and I do not even know what they do 
with an infant who dies part way through the second period, which is an interesting 
question – they are going to say what we have got is an infant who is doing very badly in 
respiratory terms and now we are going to give them a final value for doing very well.  I 
do not understand the scientific logic of that. 
 
Q We are not and it is where we say is your misconception of the system.  It is an 
inverse scoring system and so what we are doing is scientifically valid because once they 
did we do not do any further deductions for them is the point I just made to you.  By 
giving the maximum score we are saying there is nothing left to observe and no 
deductions that could be applied and that is what you do when you are judging morbidity. 
A So let us imagine we have got two children, whether they are a pair or not I am 
not unduly bothered.  One of these children at 24 hours to three days needs less than 60% 
oxygen and for days to seven days ditto, so the same for eight to 27 days.  As it is written 
here it is a positive score not a negative score, of course, we add 6+4+2, we do not 
subtract them.  
 
Q It is a negative because it says “does not need” and therefore that is why it gets a 
score.   
A If we, on the other hand, have a child who for 24 hours to three days needs above 
80%, they score 2.  For four days to six-and-a-half days they need 80%, I do not know 
whether or not they would score 1 or whether because they died before the end of seven 
days they would score 4.  I say for days four to six they need above 80% but they are not 
there on day seven and so we decide to score them 4 and again, they are not there because 
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they are dead, days eight to 27, we score them 2. 
 
Now, I do not see that it is scientifically valid to take information which indicates a child 
has got very poor respiratory condition as measured by oxygen requirement who, say, 
dies from a respiratory death and then to say so we are not going to take any of that 
information into account.  It just does not make sense to me.  It clearly makes sense to 
John Alexander.  
 
Q Except that when they then die of their respiratory death they have a 50 deduction, 
so that is huge in the overall scheme of 184.5.  You are effectively deducting a third for 
that respiratory death, so you are therefore balancing out that then in respect of the next 
observation for that baby you will be saying yes, it does not need further oxygen but you 
have already factored in big time the fact that that has been a respiratory death? 
A Yes but one of the points that John Alexander, as I understood it, made about 
centring of the time two infants die, is that you lose useful information.  
 
Q Absolutely.  
A My view is that you are also losing useful information this way. 
 
Q If we do it the way that you were suggesting, which is as soon as you die you then 
start scoring zero for all these other observations, then what you are actually doing at that 
stage is you are going to tie a number of pairs, particularly if there are two deaths you are 
going to deflate some of the useful information of that child who lived, particularly if it 
was a non-respiratory death, and what you are actually doing in those circumstances is 
you are effectively removing some of the interesting aspects for that child from the study, 
particularly if it was doing well while it lived and died from a non-respiratory cause? 
A If you actually look at it, if you take it from the point at which the child dies, you 
create very few pairs.  We have done this for the extreme version, let alone the mild 
version.  You create few additional pairs.  
 
Q What I am saying is you actually in any of those cases where they die and they 
know there was going to be 20% deaths, you actually are devaluing and throwing away 
the information.  You have effectively asked parents to put their child into a trial and you 
have now effectively nullified the effect of information from them while they lived and in 
comparison by swamping mortality in the study? 
A You have not – in the example I am talking about, keeping everything else equal, 
it is not the case that instead of giving a score of – what have I said? – a score of 3 you 
give – the difference between a score of 3 and a score of 8, which is a score of 5 on a 
scale which goes up to 184, that is not swamping the overall score.  That is not 
swamping. 
 
Q It is because you are giving the 50 for the respiratory death, if that is what has 
happened, and you then thereafter on your analysis are giving zero which is imputing the 
worst outcomes in any other category because it is not just the question you are asking, it 
is the other questions that are --- 
A May I clarify?  I am not giving zero for everything thereafter.  That is the example 
I was trying to give you.  Let us change it slightly.  If a child died at eight days you score 
everything up to eight days. That means that you are not going to get very many pairs.  
You are not throwing away a lot of information. 
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Q What do you mean, you are not going to get very many pairs? 
A As I said, we have actually looked at the analysis. Even if he used the extreme 
version, the inefficient version, of saying if a child dies of a non-respiratory cause they 
score 25 and if they die of respiratory they score zero which is, as I say, an extreme and 
not an efficient version.  I can look it up, but I think you generate seven additional pairs 
or maybe eight.  If instead of doing that you retain the information up to the point at 
which the child died on the balance of probability you would break all those pairs. 
 
Q Let me put to you what John Alexander says and again that is why I say there are 
any number of ways you can do it, but all of them are going to have drawbacks.  There 
were in fact five pairs who were tied in their scores.  I do not know if you knew that. 
A Yes. 
 
Q If you in fact started to take flat scores for death and start scoring them zero for 
subsequent events then he says the number would in fact shoot up to 17 because there 
were 12 pairs where both died, except, of course, you were saying you would take their 
scores up until they died, but then a number of them died very early.  We would then say 
that if you do that you then have yourself in a position with 17 sets of ties which would in 
fact mean that the study would probably have to go on longer  and you would have to 
have more cases, the study size would probably go up by about 10%. 
A We actually looked at that and that is what I wanted to check.  I am sorry, you are 
saying he said five pairs tied and you got an additional 12 ties? 
 
Q No, you got an additional 12.  It depends what way you are doing it.  When we 
saw your evidence initially and heard what you said to Ms Sullivan you seemed to be 
saying as soon as it dies you then start scoring it zero and so because there were 12 pairs 
where both died and you would then start to give zeros rather than follow out the way it 
was done, his comment was that therefore you would suddenly now have 17 pairs where 
there were effectively an equivalence in their scores, which would mean you would have 
to increase the size of the study.   What I understand you are now saying is, “No, I am not 
now going to give them all zero, I am going to score them up until the point at which they 
die and then I am effectively going to score them zero afterwards”.   
A Can I clarify?  It may be that Dr Marsh was given the incorrect information, but 
we did actually look at it and on the original scores we certainly got the five equal pairs, 
but even, as I say, on the extreme version, the original score was replaced with zero 
where an infant died of a respiratory cause and 25 where an infant died of a non 
respiratory cause, i.e. using only question 1 of the score sheet. We got essentially the 
same exit from the stopping boundary and the revised scores gave 13; in other words, an 
additional eight, not an additional 12. 
 
Q He has got 12 because he was taking the way you scored zero. 
A Ah, he could have done one thing that we did not say we had done.   
 
Q Let us not worry about whether it is 13 or 17.  The point is the same.  You would 
effectively be increasing the size of the study because you would now have a higher 
number of tied pairs and you would effectively be discounting the evidence towards the 
study, anything that might help it or help the trial stop of those additional, whether it be 
eight or 12 or whatever. 
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A Just as a point of fact, using that new score the decision would have been reached 
one pair earlier. 
 
Q Exactly. 
A Given that what I was saying was to use all the information you can use, you 
would have broken the number of ties. 
 
Q Let me just move on to this question of pairs being compared.  What John 
Alexander will say is that pairs were being compared on their real experiences in order to 
compare the distribution of average scores in the two groups, so the plus or minus one 
difference was a statistical summary of the score difference, not a statement in isolation 
about outcome and the summation of the plus or minus one difference is co-related 
closely to the group difference in scores. 
A We are agreed on that. 
 
Q Good.  He also says although their score could be correlated with clinical 
outcomes, the correlation for the clinicians would not be expected to be perfect because 
in fact they were measuring different things and that is the point I made to you, that even 
if you have the same score you may have scored badly because of one factor compared to 
another and that will be of interest to clinicians. 
A That is why I commented on the excellence of reporting all the outcomes. 
 

Cross-examined by MR FOSTER 
 

Q You think that broadly this was an excellent trial. 
A Yes. 
 
Q It involved a sophisticated scoring system. 
A Yes. 
 
Q You would not necessarily have done things the same way. 
A Yes. 
 
Q But I doubt that despite not having been convinced by Miss O’Rourke that this 
was the best way of doing things, you will not be going from here and reporting John 
Alexander and Doug Altman to your professional body for unethical conduct in doing 
what they did. 
A I might well discuss it. 
 
Q That is the point, is it not?  It is a matter for discussion.  You and Miss O’Rourke 
have engaged in a very interesting discussion about the pros and cons of doing things this 
way. 
A I am glad you found it interesting. 
 
Q This scoring system achieved what it set out to do, did it not, which was to give 
the trial an end point? 
A Yes. 
 
Q As a matter of fact the trial ended at the time when a scoring system devised in the 
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way that you would have designed it would have ended the trial as well. 
A Yes. 
 
Q Just to put this debate into perspective, we are dealing with five anomalous pairs 
or counter intuitively scored pairs … 
A Yes. 
 
Q … out of a much larger number. 
A Was it only five?  Okay. 
 
Q In the Pediatrics paper you would agree that the scoring system is set out in detail. 
 There is no mystery about it, is there? 
A There are slight differences across the original protocol, the data sheets and the 
scoring system.  Actually speaking as a statistician, if I had this I would not know how to 
score. 
 
Q Very well, but if we look, for example, at page 156 we can see the clinical 
outcome scores set out in detail. 
A Yes. 
 
Q So anybody can follow what is going on. 
A They can follow the individual scores, yes. 
 
Q Anybody of statistical bent having read table 2 on page 156 and the accompanying 
discussion under statistical analysis on page 157 can pour whatever statistical cold water 
they want to on the outcome scores. 
A I think the other thing that they would probably sensibly read is in the discussion, 
the comment that the over scores was a different weighting to the components of the 
outcome score etc.  So, yes, they can have a discussion, it is fully public, except for the 
slight lack of clarity on the scoring. 
 
Q Very well.  As a matter of fact probably despite the undoubted statistical interest 
of the scoring system, what most clinicians will be interested in is the data which is set 
out in table 5. 
A Yes. 
 
Q There is in any scoring system an inevitable element of arbitrariness, is there not? 
A Yes. 
 
Q It is a matter for discussion whether a dead baby should be nought or one or two 
or what weighting should be given to a particular condition that you are looking at. 
A If you take that view to extreme and the problem is you are running into problems 
of communication and the purpose of the scoring system, so, yes, there is some scope for 
discussion but not infinite. 
 
Q Of course, but whether one scores a baby with necrotizing enterocolitis as nought 
or one is a matter for legitimate discussion. There is no scientific answer to the question 
of what that score should be, is there? 
A I am sorry, I thought the clinicians had discussed very carefully the relative 
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weights they gave to things. 
 
Q There was a very great deal of discussion, but the only point I am trying to make 
is that it is a matter of discussion.  You cannot look at a statistical or clinical text book 
and say as a matter of established statistical fact it is wrong to score necrotizing 
enterocolitis as anything other than zero or one or whatever.  It does not work like that.   
A That really then interacts with the whole concept of medical knowledge because 
you would need to put it into context and it is like if you want to advance progress you 
are going to have some agreements on certain things like measuring oxygen or like 
measuring blood pressure so I am not sure it is very helpful but I think there is a very 
subtle distinction here that is not particularly important. 
 
Q Very well.  All really that is between us is whether you should score dead babies 
as nought or something else. 
A Yes. 
 
Q It is a matter of weighting, is it not? 
A This is where as far as I am concerned the expected utility comes in and just as the 
reason you get statisticians to do sample size calculations or produce triangular decision 
boundaries is to limit the number of babies exposed to whichever treatment might turn 
out to be inferior and also to ensure that there is enough information so that you do not 
repeatedly carry out trials and therefore prevent an effective treatment being used.  You 
are talking about the expected expense of a measure.  You do not go and use the most 
expensive possible blood analysis for monitoring blood glucose, because it is not 
appropriate and that is where we differ.  I think some of these things are not appropriate 
because of the implied expense. 
 
Q Fair enough, but we have already established and you have helpfully agreed that 
in this case this scoring system ensured that the trial was stopped at the time that it was 
stopped. 
A Yes. 
 
Q No unnecessary expense was incurred, no babies were exposed to a treatment 
which was shown to be inappropriate. 
A Yes. 
 
Q Can I just deal with the issue of collaboration, because I have no difficulty with 
the expression, between clinicians and statisticians.  It is desirable, is it not, that that 
collaboration happens at the early stages of the trial design? 
A Yes. 
 
Q From what you can see in this case that collaboration did happen at the earliest 
possible time 
A Yes. 
 
Q It appears to have been a continuing and close collaboration. 
A Yes. 
 
Q I think you can confirm that it is your understanding that the scoring sheets 
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themselves were not compiled by any of the clinicians on this side of the room 
A That is what I have been told. 
 
Q They were compiled by Dr Raine in Queen Charlotte’s and Theresa Wright at 
Stoke and the passed on to John Alexander for checking. 
A Yes. 
 
Q Indeed the issue about the doubling of the hemispheres was picked up by John 
Alexander. 
A Yes. 
 
Q Appropriately correct. 
A Yes. 
 
Q Only when the data had gone through those processes and importantly through the 
filter of John Alexander was it in the hands of the analysing clinicians, if I can put it like 
that. 
A I did not realise the clinicians did the analysis.  I assumed John Alexander had 
done. 
 
Q Indeed, but after he had done the analysis of the raw data … 
A They looked at the results. 
 
Q … they looked at the results, indeed. 
A Yes. 
 

Further cross-examined by MR FORDE 
 
Q Professor Hutton, I have very few questions for you and I have apprehended that 
you feel that your professionalism and your independence is being questioned.  I am not 
going to embark upon that because when I last questioned you it appeared that you were 
largely in agreement with me.  Could I though ask you to look at the transcript for day 23 
and turn to page 35?  
A Sorry, I have just looked at the second page.  Could my name be spelt correctly, 
please? 
  
Q Your middle name is incorrectly spelt? 
A Yes. 
 
Q I am sure we can ensure that that is changed.  You will see from the first page that 
my client, Dr Spencer, qualified in 1976?  
A Yes.  
 
Q You will understand and appreciate that he has devoted in large measure his entire 
professional life to the care of neonates?  
A Yes.  
 
Q And certainly feels highly motivated as far as that is concerned and would never 
deliberately set out to harm any child in his care.  You understand and appreciate that?  
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A Yes.  
 
Q When you look at page 35 and you see the answer below letter B and the 
subsequent two answers and you will recall that this then led to a debate about scoring 
systems?  
A Yes.  
 
Q Can you understand and appreciate how upsetting it is for Dr Spencer to have his 
conduct described in that way?  
A Yes, that is why I think the scoring system is not appropriate because it left him 
vulnerable to that.  
 
Q Because this case has, as you will understand and appreciate, attracted a deal of 
publicity?  
A Yes.  
 
Q And it will come as no surprise to you that those comments have already found 
their way on to websites in a fairly offensive way to the doctors.  Could I ask you whether 
you stand by your description of that which these clinicians did or not?  
A This is not --- I stand by my description and---  
 
Q Just pause there.  Just think about your answer because you are an eminent 
academic, you are highly respected in your field and you will know just how damaging 
that connotation is.  I understand and appreciate if it only applies to an aspect of the 
scoring system but you will understand and appreciate that others looking at that phrase 
will think it applies to the whole of the trial and the entire conduct of Dr Stephen Andrew 
Spencer.  In that context do you still stand by that comment?  
A In that context I would like to clarify that I think this was an excellent, very well 
designed trial and that I think it was entirely inappropriate to use a scoring system which 
could be interpreted in a particular way.  
 
Q I understand that but, Professor, I have to press you a little and then I will sit 
down.  Why do you appear to be, if you are not please alter the impression that I have 
certainly got, why is it so difficult for you to say in the presence of these doctors I did not 
mean to create the impression that they had acted in the appalling way that that regime 
acted in the 30s and 40s?  What is the difficulty for you?  
A (Pause)  No, it is not a difficulty.  No, I did not mean to create the impression that 
they acted in that way.  I certainly meant to say that the scoring system is open to serious 
misinterpretation, if you like that word?  
 
Q So if others reporting on this matter were to have a banner headline “One of the 
most pre-eminent experts in statistics in the world has indicated to their professional body 
that they practise Nazi medicine” can we take it that you would not wish to be associated 
with such a headline?  
A I would not wish to be associated with such a headline.  
 
MR FORDE:  Thank you, Professor. 
 
MS SULLIVAN:  It was not, in fact, what Professor Hutton said.  
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MR FORDE:  I am not suggesting that was what she wished to do but you can well 
understand, I am sure everybody in this room can understand that with the press interest 
in this case that we cannot be confident, Professor, that the tabloid press in particular will 
understand the subtleties of the answer that you gave?  
A That is why I wish to say that I thought the score was inappropriate because it 
exposed people to a risk of misunderstanding.  
 
Q I understand but you will also understand and appreciate that using that type of 
term would enhance the vulnerability of the doctors in the eyes of the less informed 
public?  
A Yes.  
 
MR FORDE:  Thank you.  
  

Re-examined by MS SULLIVAN 
 
Q Professor Hutton, just a few questions, please, in re-examination from me. You 
have told us, I think it is common ground that the scoring system was intended to be used 
as a stopping mechanism.  That was one use for it?  
A That has been stated, yes.  
 
Q You said at one stage that the score as a means to achieving that end of early 
stopping of the trial was adequate but not advisable?  
A Yes.  
 
Q I wondered if you could just explain to us why you say it was not advisable?  
A I say it is not advisable because of the risk it poses to the clinicians arising out of 
misunderstanding.  
 
Q Misunderstanding of what sort?  
A Misunderstanding of what was intended when you score an infant 35 if they need, 
roughly speaking, no respiratory help, then good respiratory health for 56 days and score 
an infant who is dead on day two in the same way.  That provides a considerable risk of 
misunderstanding.  
 
Q Yes.  You were asked, I think, earlier about the question of whether the results 
would be disclosed and you indicated that you thought it was reasonable to anticipate 
disclosure of the results to the parents?  
A  I honestly cannot remember what the status of Research Ethics Committee papers 
were at that period.  It seems to me very likely that if a child dies, and unfortunately with 
very premature infants you are going to get about one in four, one in five dying, that you 
will have some parents at least pursuing things and attempting to get hold of information.  
 
Q Do you know what the entitlement to results of research, if you participated in it, 
was at that time as opposed to now?  
A I remember having some discussions about it.  I do not know what the legal 
position would be.  
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Q If you do not know we will try and ascertain it in some other way.  Do not worry 
about that.  
 
MR FORDE:  I must ask why?  If Ms Sullivan does not know, if this witness does not 
know and we certainly do not know as lawyers how can it be suggested, if this is going to 
any part of charge 21, that it should have been in the minds of the clinicians? 
  
MS SULLIVAN:  I can only ask the witness questions at the moment and she does not 
know the answer to that question so I will carry on.  Professor Hutton, we have just 
looked at the one use of the scoring system, in other words as a stopping mechanism.  
You have also described how the scoring system was a means of comparison of matched 
pair comparison?  
A Yes.  
 
Q What was the effect of continuing to score babies after their death on that matched 
pair comparison?  Was it a balanced comparison of treatment outcomes?  
A It is not a comparison.  Continuing to score after death I do not think is 
statistically appropriate and, therefore, I do not think it is the most sensible comparison.  
 
Q You say it is not statistically appropriate.  In statistical terms why is it not 
appropriate?  
A Because in statistical terms you would always ask if information is not available 
why is it not available.  The information on, I do not know, retinopathy of prematurity 
would not be available because the child is dead and I would expect any scoring system 
to distinguish between not available because a child is dead from not available because, 
oh dear, somebody spilt coffee on the results and we cannot read them.  I would expect 
that kind of distinction to be made statistically.  
 
Q We talked a little about whether the scoring system could be changed once 
anomalies such as this are identified.  In your opinion could it be changed at any stage?  
A You mean during the trial? 
  
Q During the trial.  
A Yes, I would be willing to change a scoring system during the trial.  The standard 
way I would report that would be to say this was the original scoring system, we 
introduced this change for this reason, this is the result on the revised scoring system.  
 
Q Yes, in fact, if we just look in file 1 a moment.  If you look behind tab 1 at page 
19 in the top right-hand corner?  
A Yes.  
 
Q This is a letter which I do not think you will have seen before?  
A No.  
 
Q It is a letter sent by Dr Raine to Dr Spencer on 15 May 1990 and it indicates that 
modifications are being proposed or, indeed, I think have been actually implemented to 
the scoring system.  Do you see in the first paragraph there that the plan firstly was to 
perform the overall scoring on the patients at 56 days of age rather than discharge home?  
A Yes.  
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Q Then if you look at the second paragraph you will see that there is a second 
modification proposed to the scoring system and this was to exclude retinopathy of 
prematurity?  
A Yes.  
 
Q Then the rationale for that is given.  Does that indicate an ability to change the 
scoring system as you go through and perhaps view the system somewhat differently 
from your experience of it?  
A It certainly indicates a willingness to change the score and to give the reasons for 
changing the score though I did not keep track of all your question.  
 
Q That is all I needed to know, thank you.  Going back to outcome scores a moment, 
Professor Hutton.  In relation to a baby that dies immediately and scores well and a baby 
that has difficulty but lives and scores badly, how does that reflect respiratory outcomes? 
 What conclusion would you reach about the respiratory outcome for that baby or for that 
pair of babies?  
A If I have a baby who dies from a respiratory death very early, I would expect to 
score that child as doing badly on respiratory outcomes, but I am not sure I have quite 
picked up your question. 
 
Q Let me ask you again.  If you have a baby that dies immediately and scores well 
and then you have a baby that has difficulty but lives and scores badly, what conclusion 
would you reach about the respective respiratory outcomes? 
A If a baby lives then ultimately its respiratory outcome is that it is alive.  Your 
respiratory outcome is saying that at 56 days the lungs are functioning in some sense.  A 
baby who has died at 56 days, the lungs are not functioning. 
 
Q What about the baby who dies in comparison with the baby that lives?  Who has 
the better respiratory outcome of that pairing? 
A As far as I am concerned, the baby who lives has the better respiratory outcome. 
 
Q Going back to the question of scoring and what we were just discussing about, I 
think, missing information, just to put the case, Professor Hutton, you have indicated that 
it is not appropriate to treat missing information as zero, so to speak? 
A Yes. 
 
Q How would you treat such information? 
A If one thought of question 4, where it has got those timescales--- 
 
Q Shall we just have a look at that for a moment so we can follow what you are 
saying?  In file 4, let us just take whichever bit you like? 
A Page 7?  It is the first one after the spec sheet at the very beginning. 
 
Q So page 7? 
A Yes.  I would think that if you have got an infant who dies at six days who has not 
needed more than 60 per cent oxygen for the period up to that time and dies at six days, I 
would probably suggest that one scores that as 6+4, particularly if the child dies from a 
non-respiratory cause.  If the child dies at six days and has required above 80 per cent for 
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the 24-hour to three-day and the four-day to six days, I would suggest that child scores 
2+1, which is three.  So what one is actually doing is saying for that missing day we are 
going to assume this child is quite similar to the state they were in just before they died.  
My inclination would then not be to try to distinguish between 0, 1 and 2.  If the clinician 
said they wanted to then I would be inclined to say “You need to look at the pattern of 
what is happening”, so the first child who did not need oxygen above 60 per cent until 
day six, unless they told me that you can get very rapid reversal and they would think that 
is very likely, I would be inclined to score that, if you wanted to assign a score, 2.  The 
child who needed above 80 per cent for the earlier period I would be inclined to suggest 
that they think of a score 0 or 1 at most. 
 
Q With that example, are you indicating a way of dealing with the missing 
information and scoring it appropriately? 
A I am suggesting what I regard as an appropriate scoring, yes. 
 
Q You indicated that having a scoring system which does not recognise that the 
distress caused in scoring at two days a baby as if alive is not appropriate, and when you 
said that you made reference to that being a statistical consideration and you made 
reference to a certain type of statistics.  I wonder if you could tell us what type of 
statistics that was – I think you said…? 
A Bayesian. 
 
Q Bayesian. 
A B-a-y-e-s-i-a-n. 
 
Q Thank you. 
A Yes, that is a formal way of saying that when you want to look at the value of 
some outcome we have to think about the possible outcomes of it.  I suppose the simplest 
might be to say, as an example, something like getting a train.  If I get a train at 6.23 I 
will be here at ten-to nine and even if the train runs late I am likely to get here by half-
past nine.  If I get a train at 7.23, if it gets in on time at 9.20 I can be here at 9.30, but if it 
runs late I will be a few minutes late.  Then you can consider the possibility of the 
different things being late or one train have direct connections.  Then you put a value on 
how important it is to be here by 9.30.  If you say it is absolutely essential to be here by 
9.30 then the risk of arriving a few minutes late is so high you do not take it.  If you say it 
is acceptable to arrive here by 25-to ten, then you can say that putting everything together 
– the risk of arriving on time, the impact of getting up an hour earlier, the disruption of 
changing trains and so on, reverses my preference between the two trains.  It is that kind 
of reasoning that you are talking about. 
 
Q Does that relate to what you said at a later stage about the need to consider what 
you are trying to achieve and the balance of risk and benefit that those need to be 
considered statistically? 
A Yes. 
 
Q You indicated that it is necessary to allow for the possibility of deaths not being 
the same? 
A It is sensible to, yes. 
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Q And here we have a distinction between a death from a respiratory cause and a 
death from a non-respiratory cause? 
A Yes. 
 
Q How do you look at cause of death in statistical terms? 
A It is a joint statistical clinical discussion.  In terms of a trial like this, I would have 
thought the most sensible thing to do is what has been done, which is to give a pragmatic, 
clinical definition of non-respiratory cause/respiratory cause.  Causes of death are often 
quite difficult to be sure about, I think even with post mortem, so you are balancing off 
“Is it feasible to have a post mortem for every infant?  What is the impact of the parents 
insisting on a post mortem with what additional information might we get from a post 
mortem?”  Then, indeed, you have the problem that if you do the usual coding of cause of 
death from death certificates and you do some comparisons – I mean, there have been 
studies of the accuracy both of what is written on death certificates in itself and the 
accuracy of death certificates compared to post mortem.  There are limitations in the 
measurement; you can be fairly certain that somebody is dead but sometimes it can be 
quite difficult to say what the cause of death was, typically particularly in the very young 
and the very elderly where there may be a large number of contributing factors. 
 
Q Are you critical of that aspect of scoring the death? 
A I have not studied it in detail but so far as I can tell it is a sensible way of 
proceeding. 
 
Q So your criticism is in relation to the way in which the babies who died were 
scored after death? 
A Yes.  I can see the logic of taking this particular…starting to do roughly a half for 
a non-respiratory death and zero for respiratory. 
 
Q You have indicated that in relation to the scoring of babies after death that you 
would not give zero for everything, and you gave one example in relation to one of the 
questions as to how you would score? 
A Yes.  I would certainly discuss using that.  I might, depending on the situation, 
look at the difference in the impact it makes between zero and the alternative. 
 
MS SULLIVAN:  I have no further questions, sir. 
 
MR FORDE:  Sir, I have one, which I am happy for Ms Sullivan to come back on if I 
could be permitted to ask it.  The question was asked about page 19 behind tab 1 in file 1. 
 I did not interrupt; it did not arise out of cross-examination.  I do not think any of us put 
that page to this witness.  In the light of her answer, I just wonder if I could clarify one 
matter? 
 
THE CHAIRMAN:  I am sure you can, Mr Forde.  Just picking up that last point, I think 
the point was raised in cross-examination about changing the scoring system. 
 
MR FORDE:  Yes, but not specific to the letter.  The witness gave an answer which may 
be of some significance from the practitioner’s point of view and I would just like to 
explore it if I could. 
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THE CHAIRMAN:  Yes, please do. 
 

 
Further cross-examined by MR FORDE 

 
Q What you said when you were asked about that page – it is a letter from Dr Raine 
indicating that retrolental fibroplasia or retinopathy of prematurity may be scored 
differently and also that the 56 days rather than date of discharge.  I am sure you can 
recall it? 
A Yes. 
 
Q You said this “I would have been willing” – I have not got the rest of the sentence 
but it is the “I” that I was interested in.  You have also told the Panel about a 
collaborative approach? 
A Yes. 
 
Q You then went on with my learned friend to look at a different way of scoring a 
child in relation to question 4.  Was I correct in gaining the impression that the instigator 
of change or discussion of change and the person who would then look at its possible 
impact upon the trial in general would be the trial statistician? 
A Not necessary, no.  If Theresa Wright had raised a question I would have expected 
this to be discussed. 
 
Q So a research nurse should, is this correct, at some stage after one or two deaths  
– we have only got five, as we know, out of 122 pairs – should have been going to whom 
and saying “I am concerned about the scoring system”? 
A I did not say anybody should have.  Sorry, I do not recollect saying anybody 
should have raised that question, I was merely saying it is possible. 
 
Q That they might have thought about it? 
A If your attention is drawn to something by somebody, that it is sensible to think 
about it. 
 
Q It is just trying to understand the demarcation.  Can I understand from the 
evidence whether you are saying that the ultimate compiler of scores on the database we 
know in this trial was Mr Alexander? 
A Yes. 
 
Q Are you suggesting he should have raised a query at some stage with the 
clinicians, or should he have changed the scoring system? 
A He should not have changed it without discussion, certainly not.  I have no idea 
whether or not he did raise a question.  I would have expected him to; given all I have 
been told, I would have expected him to have discussed such things. 
 
Q So raise the question and discuss it with the clinicians? 
A Yes. 
 
Q Would you agree that he would have been in the best position to do that? 
A From what I know of the trial he is certainly best placed to do that, yes. 
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MR FORDE:  Thank you very much. 
 
THE CHAIRMAN:  Ms Sullivan, anything arising from that? 
 
MS SULLIVAN:  No, thank you, sir. 
 
THE CHAIRMAN:  Professor Hutton, that brings us to the point where all the lawyers 
have asked the questions they wish to and you may remember I indicated the time would 
come when members of the Panel would have the opportunity to ask questions if they 
wished to do so.  What I am proposing to do, given the fact that it is now 25-past eleven, 
is to have another break and during that break we will take the opportunity of considering 
any areas of questioning which we might wish to embark upon.  The purpose of Panel 
questions is to seek clarification of that which may not be clear to us at the moment and I 
just want to take the opportunity of seeing whether there are any such areas. 
 
We will break now, shall we say until ten-to twelve, which will give us an opportunity of 
having that discussion then taking a break.  If it looks as if we are going to be longer than 
that, we will let you know.  I think probably on this occasion the best thing to do is if we 
break until you get an indication that we are ready to come back. 
 

(The Panel adjourned for a short time) 
 

THE CHAIRMAN:  Welcome back, everybody.  I think everyone is now here.  Professor 
Hutton, the area on which the Panel would like your assistance will be taken up with you 
by Mrs Vicky Brickley, who is one of the lay members of the Panel. 
 

Questioned by THE PANEL 
 
MRS BRICKLEY:  Hello.  Up to now we have been dealing with how dead babies have 
been scored within the trial.  How were babies dealt with who had been removed from the 
trial after randomisation had taken place? 
A I do not know whether it mentions whether there was an intention to treat 
analysis.  I know that the unpaired, the patients came in towards the end who were not 
paired are not discussed on this analysis.   
 
Q I think what I was trying to get to was given that the possibility of parents 
withdrawing their children was obviously clear in the protocol.  I wonder what scoring 
system they had put in place to manage that? 
A I would have thought they probably – the obvious thing to do would be some kind 
of appropriate – again saying if a parent has put the baby in and at day six decides to 
withdraw the baby, then again you need a discussion about what you do about, again you 
have got missing data and you have to decide whether it is informative or not. 
 
Q You have not found in your research through this trial what the process was then, 
should a parent decide to remove a child after, say, two or three days? 
A No, I have not found that out. 
 
MRS BRICKLEY:  Ok, that is all, thank you. 
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THE CHAIRMAN:  Anything arising from that question?  No.  Professor Hutton, that 
brings you to an end of the evidence which you are giving.  It just remains for me to 
thank you very much for coming and for the assistance you have been able to give, the 
more so, I think, since everyone will recognise that you have been put to more than you 
anticipated in terms of being here and the days you have been here.  Thank you very 
much indeed. 
 
THE WITNESS:  It was a pleasure.  Thank you, an excellent question.  Thank you. 
 

(The witness withdrew) 
 
THE CHAIRMAN:  Ms Sullivan. 
 
MS SULLIVAN:  Yes, sir.  I think the stage we have reached is that we are, I think, 
asking you, the Panel, to consider the question of the admissibility of what remains of the 
evidence I wanted to elicit from Dr Nicholson and, sir, over the weekend I have prepared 
a document setting out the position as far as the Council and the complainants are 
concerned.  I have given my learned friends a copy and the Legal Assessor.  Could I ask 
that you be given a copy as well, please?  (Same handed to the Panel) 
 
THE CHAIRMAN:  I was just conferring with the Legal Assessor.  Clearly there was a 
degree of debate on Friday about the matter but presumably we are now in a situation 
where we are taking a more formal stance in relation to the application relating to 
admissibility? 
 
MISS O'ROURKE:  Sir, as I see it we are now effectively having what the courts would 
call a voir dire on it, because – and you will see it, sir, when you get copies of everybody 
else’s skeletons and your Legal Assessor will tell you it is in any event dealt with in 
Archbold, that you can have a voir dire where the Judge is put into the position of having 
to determine whether the expert evidence is admissible.  You, of course, are the Judge, 
the Panel in this case.  I made it clear on whatever day it was, Friday, that my position 
was that I wanted it ruled upon and I did not want it ruled upon on a question by question 
basis; I wanted it ruled upon on the basis of first principles, namely whether Dr Nicholson 
satisfied the test.  You will see, sir, when you get a copy of my skeleton, I say there are 
three questions that have to be asked in order to establish whether he does.   
 
I think the position is that all four of us have now put something in writing for you and 
the Legal Assessor should have copies of all four.  Ms Sullivan has had you handed hers. 
 We have all got something to have you handed as well.  It is a question of whether we 
hand them to you now and you have a slightly longer lunch break but starting now early 
and read them and we come back at two o’clock and then each of us in turn – and it is a 
question then of which is the order, does Ms Sullivan go first or technically do we go first 
because it is our objection.  You then hear from us in whatever is the appropriate batting 
order, then you get advice from the Legal Assessor and then you go out to make a 
determination on it, because I think all of us are asking for a determination. 
 
THE LEGAL ASSESSOR:  Some of the questions you want to ask are factual and it 
would then be for those opposing the admission of factual evidence to make their 
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objection.  On the other hand some of the questions are matters of expert opinion and that 
requires justification for its admission, so that would put the onus, once the objection is 
taken, on the prosecution, if I can call it that, to justify the admission of expert opinion, so 
it seems to me that it is actually up to Ms Sullivan to go first. 
 
MS SULLIVAN:  I do not mind the order at all.  I am happy to do that if that is what is 
decided. 
 
MR FORDE:  The question remains do you want to read the skeletons first?  Both Mr 
Foster and I have produced – I have produced copies of an authority; he has included it 
very helpfully in the main body of his skeleton.  I think I have got sufficient for the Panel 
if they want to read it, or they can look at the distillation in Mr Foster’s skeleton, but we 
have all approached the question slightly differently but, on our side we would say, 
consistently.  We entirely reject the test of admissibility that Ms Sullivan postulates 
which is that an expert can give evidence by virtue simply of study. 
 
It might be sensible in terms of any questions you may have of us – because I suspect that 
you may do – for you to read the skeleton arguments beforehand.  I have attempted to 
identify parts of the transcript that I would seek to rely upon.  I have included them, I 
have cut and pasted some into the skeleton but there is certainly 20 pages of Dr 
Stimmler’s evidence where I will certainly be submitting he has dealt with all the issues 
that Ms Sullivan wishes to call Mr Nicholson upon.  The difficulty for her is that he has 
not supported her case, which is why I said the approach appears to be perm any one from 
three. 
 
Sir, that would be my suggestion, that you have an opportunity to read the skeleton 
arguments and possibly we can be a little briefer once you have read them.  It will move 
us along a bit if you feel you have read and assimilated matters. 
 
I am also aware of the fact that I have e-mailed my skeleton to your Panel Secretary.  
Miss O’Rourke, who is bravely battling on despite a leg injury, has hers a little way from 
this building and I think would like the opportunity to hobble back to her flat and email it 
to the Panel Secretary so that if need by, and quite properly, some of the arguments you 
may wish to cut and paste into a Determination.  It would certainly be labour saving if we 
use the technology. 
 
THE CHAIRMAN:  That is helpful.  Mr Foster, anything to--- 
 
MR FOSTER:  I agree with that approach.  
 
THE CHAIRMAN:  My own preference would be to read the material first rather than 
afterwards.  It seems to be the general view.  Why do we not do that?  We will break now 
so far as everyone apart from the Panel is concerned with a view to returning at two 
o’clock and we will, if those skeleton arguments which are here can be made available 
and, Miss O’Rourke, as soon as you can get it to us we will look at it then.  
 
MISS O'ROURKE:  Sir, I have got papers copies.  What has happened is I have not got 
an electronic copy with me because I do not have it on my phone, so I need to go back 
across the road and then I can email it to your Secretary, but I have paper copies here. 
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THE CHAIRMAN:  I dare say to save you any hobbling, as Mr Forde puts it, we could 
have someone run it through the photocopier. 
 
MISS O'ROURKE:  Sir, no, we have run it through the photocopier.  It is my 
understanding that there was a request from Mrs Khan could she have it on an email so 
that she then has it electronically on the system. 
 
THE CHAIRMAN:  Absolutely.  
 
MISS O'ROURKE:  The answer is I can go and do that.  It is usually a five minute walk – 
it will be a seven minute or eight minute walk today with my bad ankle.  I can go and do 
that and then email it across to her, but we have the copies for the Panel.  
 
THE CHAIRMAN:  That is fine.  I had misunderstood.  I had thought there was not 
anything here. 
 
MISS O'ROURKE:  Oh, no.  It is here. 
 
THE CHAIRMAN:  Very well.  We will break for lunch now and resume at two o’clock. 
 
MR FORDE:  Can I just also indicate, I referred to the CPR – Civil Procedure Rules – 
and the equivalent rule in the criminal jurisdiction, which is Rule 33.  I have, if anybody 
wants to see it of if it is thought that I have misquoted or quoted too selectively on the 
part of Ms Sullivan the entire document, so I have not included it because I thought it 
would burden you, but if anybody is interested in reading the rules as set out, I have got 
them here. 
 
THE CHAIRMAN:  Thank you.  (Skeleton arguments handed to the Panel) 
 
MS SULLIVAN:  I do not know whether we are giving them a number or not, sir.  
 
THE CHAIRMAN:  I was not intending to. 
 
MR FOSTER:  I am hoping that mine reached you earlier today.  Can I confirm that that 
is right? 
 
THE CHAIRMAN:  The Panel Secretary says she has had it. 
 
MR FOSTER:  Thank you very much. 
 
THE CHAIRMAN:  Thank you all very much.  I think we have now got everything we 
need, Mr Foster’s will be provided to us.  The Panel will stay here for the time being. 
 

(The Panel later adjourned for lunch) 
 
MS SULLIVAN:  Thank you, sir.  If I may start, as was suggested before lunch.  Sir, I 
know you have had an opportunity to look at the skeleton arguments that we have all 
produced over the course of the weekend and today.  Sir, as you will have seen from my 
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skeleton argument, what I have sought first to do is to identify the further evidence that I 
would seek to adduce from Dr Nicholson so that you can see the ambit of it.   What I 
would seek to adduce is evidence that the Council would say is relevant to heads of 
charge 11 and 12 in the cases of Dr Spencer and Dr Southall and to heads of charge 3 and 
4 in the case of Dr Samuels. 
 
The first three categories of evidence that I have set out in paragraph 2 of my skeleton are 
matters of expert evidence.  The fourth is really a matter of fact and a question of just 
using Dr Nicholson to pinpoint for you, the Panel, those ultrasound scores which were 
initially doubled, so it is just a means of using him to draw that to your attention, 
although I should say he has looked at or had access to all the scoring sheets.  It may be 
that that is not a matter of dispute.  Really I think what is of more dispute is the expert 
evidence that I say he is able to give. 
 
The first category relates to the duties of a responsible investigator and also an 
administrator in a clinical trial being conducted from 1990 to 1993 in ensuring 
appropriate procedures were in place to obtain informed consent.  That would obviously 
involve asking him a number of questions which would include the extent to which it 
would have been appropriate to delegate to others and whether there was any requirement 
at the time for parents to be given a copy of the parental information leaflet.   Whether 
they were or not is obviously a question of fact for you.  Also to ask him to identify what 
did parents need to know and understand about the trial in order to be able to give 
informed consent.  That is the first category of evidence that I would seek to adduce from 
him. 
 
The second is the duties of a responsible investigator and administrator in a clinical trial 
in ensuring that there was an appropriate method of scoring with the scores being 
correctly allocated.   That would include, as I indicated when I opened the case, the 
question of how babies in the trial who died should have been scored and, sir, I have set 
out there because this I opened, I think, without any objection at the start of the case, that 
all three experts agreed that this is something that should not have happened and I have 
set out for you there the reference in my opening and it is D8/49C.   
 
The third category of evidence to be adduced from Dr Nicholson is whether the medical 
literature produced at the time of the application to the Ethics Committee and also that 
relied upon subsequently by Dr Southall, because Dr Nicholson has been through that 
and, in fairness, if there is further material that it is sought to be relied upon then it is only 
right that he should have sight of that as well, the question is whether that appropriately 
supported the representation in the patient information leaflet that the technique of CNEP 
was or had been shown to be safe. 
 
Sir, I then set out, as you see, the test of admissibility for expert evidence and, sir, it 
seems that this accords completely with the test set out by Miss O’Rourke in paragraph 5 
of her skeleton argument.  We both in fact have taken the test from what appears in 
Archbold in relation to expert evidence, these proceedings being governed by the 
criminal rules of evidence, but it may be that there is not much between the criminal and 
civil position in any event. 
 
Sir, what I first set out in paragraph 3 is what appears in paragraph 10-64 in Archbold.  In 
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matters of science, the opinion of an expert, or person intimately acquainted with it, is 
admissible to furnish the Panel with information which is likely to be outside the 
experience and knowledge of the Panel. 

 
Each of the three matters set out above in paragraph 2 would, in the Council’s 
submission, fall into that category. 
 
The next question is this.  If the subject matter is such that the Panel would be assisted by 
a witness with special knowledge or experience in the subject matter, then the question is 
one of qualification and this appears in Archbold again at paragraph 10-65 namely, has 
the witness acquired (and this is my emphasis because this is very much an issue in this 
case) by study or experience sufficient knowledge of the subject matter to render his 
opinion of value in resolving the issues before the Panel?  So it is not just a case of 
experience, it is study or experience.   
 
Once the qualification is established, as I set out in paragraph 5, the witness is then 
competent to give evidence of opinion relating to that subject matter and it then is a 
matter for you as to what weight, if any, you wish to attach to his evidence.   
 
Sir, that sets out the test of admissibility and I have then gone on to deal with Dr 
Nicholson’s competence and qualification to give that further evidence and again the 
Council’s position is that he is competent and is qualified.  Firstly, on the duties of a 
responsible trial investigator or administrator in ensuring appropriate procedures are in 
place to obtain consent, it is not to be forgotten that Dr Nicholson is a qualified doctor.   
Whether or not he is on the Register or not does not matter.  He is a qualified doctor with 
experience of paediatrics up to registrar level.   
 
In addition, you know that since, I think it is, about 1985 he has served on research ethics 
committees.  He told you in evidence, and, sir, this is D24/43G, that he had served on 
four research ethics committees and reviewed at least 500 clinical trials, so he has been 
directly involved in considering and approving medical trials.   That necessarily involves 
scrutinising applications to conduct medical trials, including their scoring procedures and 
including consenting procedures prior to them being either recommended or rejected and 
that must involve interpreting and assessing relevant medical literature, because in this 
trial, for example, such literature was obviously appended to the protocol and correlating 
that to the procedures to be used in the trial.    
 
So he does have a specialised knowledge and experience qualifying him to speak on this 
issue.   You do not have to have been a responsible trial investigator to be able to give an 
opinion on what an investigator’s duties are.  His qualifications, as a medical doctor with 
experience of paediatrics, but really more importantly his work and experience of trials 
and medical ethics committees make him a suitable expert on this issue. 
 
Sir, the same applies, in the submission of the Council, to the question of his qualification 
in relation to scoring, because he has been involved in a similar way in looking at scoring 
methods in the trials that he has assessed over the years and his evidence about that was 
D24/44A.   
 
Sir, can I come then to the third category of evidence that I wish to ask him about and that 
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is the representation in the information leaflet that the technique to be used in the CNEP 
trial had been shown to be safe.  That is not a question of him giving evidence about 
whether the CNEP technique to be used was clinically safe.  In fact, the trial itself was 
intended to test that issue, if not determine it.  His evidence involves an assessment of the 
medical literature to determine whether or not the representation in the patient 
information leaflet was appropriate and accurate and again he is well qualified to give 
evidence on this subject.  I repeat again, his medical qualification, his experience of 
paediatrics and his undoubted considerable experience of evaluating trials, evaluating the 
consenting process of which this is part and evaluating as well patient information 
leaflets.  All of that makes him well qualified, particularly well qualified, the Council 
would say, to correlate the findings of the medical literature to the representation made in 
the leaflet so as to be able to give appropriate expert evidence as to whether that 
representation was in this particular case appropriate and accurate. 
 
Sir, I have then sent out this consideration, because, of course, an assessment of that type 
of the correlation between the literature and the representation must also involve 
consideration of the likely effect on that representation on those whose consent is being 
sought, because, of course, that leaflet is intended for a lay person, for the parents in this 
particular case.  So it would not be right to say that consent taking in a trial is entirely or 
exclusively a clinical matter.  There is an ethical dimension.  Indeed, that is why there is 
such a thing as Medical Ethics Committees in the first place.  They need to approve trials 
having assessed their safety.  So, sir, for all of those reasons Dr Nicholson is able, the 
Council would say, to give expert evidence as to the appropriate duties and standards to 
be applied in medical trials and, in particular, on these parts of the consent taking and 
process and also the scoring methods.  He is an expert on this in the context of medical 
trials and is clearly competent, the Council would say, to give evidence on each of the 
issues I have set out.   
 
Sir, I have already made reference to his qualifications and experience as he expanded 
them at pages 43 to 44 on day 24 but he also set out his experience at the outset of his 
evidence and you will find that on day 24 and the first few pages of his evidence where 
he goes through his involvement in ethics and the fact that has obviously written widely 
on the subject and also sat on a number of Committees who have been involved in 
drafting guidelines including the guidelines for produced at the relevant time by the 
Royal College of physicians. 
 
So, sir, those are the submissions of the Council as to why this evidence is evidence that 
you should permit Dr Nicholson to give.  
 
Sir, that is all I would wish to say.  
 
MR FORDE:  Can I clarify something?  Is there any authority for the test that Ms 
Sullivan sets out in paragraph 4 of her skeleton or is it an approach she is asking the Panel 
to adopt? 
  
MS SULLIVAN:  I have said it is in Archbold.  It is the same case as is referred to by  
Miss O'Rourke.  
  
MISS O'ROURKE:  Ms Sullivan and I both agree on the test.  The issue is what study 
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means.  I think she is saying if he studied all the literature that is good enough.  I will be 
submitting if you read the full context of it study means a recognised course of studying 
or something of that sort because the second part of the test is all about if it is a 
recognised class of expertise.  Otherwise I am in agreement with Ms Sullivan as to the 
test and it is the Bonython case.  
 
MS SULLIVAN:  It is the Bonython case, 10-65 in Archbold, R v Bonython (1984)38  
S.A.S.R 45.  In fact everything that I have quoted in there paragraph 3 of my skeleton 
comes from the authorities that are quoted in that part Archbold as I think does Miss 
O'Rourke's.  
 
THE LEGAL ASSESSOR:  What I want to know was about the scoring aspect because 
much was made of this on Friday and I think it is right that Dr Nicholson did concede that 
he would defer to a statistician on what I as a layman would call the mathematical aspects 
of scoring.  
 
MS SULLIVAN:  Yes, indeed.  As far as the statistical significance of the scoring is 
concerned both he and Dr Stimmler as well obviously defer to Professor Hutton.  
 
THE LEGAL ASSESSOR:  What is the sort of question, indeed, have you got a question 
that you want to ask precisely about the scoring? 
  
MS SULLIVAN:  Yes, I do want to ask him how babies in the trial who died should have 
been scored and he has expressed his opinion about that in his report.  I opened it to the 
Panel, D8/49C, when I said that all three experts agreed that this should not have 
happened.  
  
THE LEGAL ASSESSOR:  Which is the page of his report?  The Panel does not have it 
but I have it.  Paragraph 55 is the one I was looking at.  
 
MS SULLIVAN:  Yes.  
  
THE LEGAL ASSESSOR:  Is that the paragraph that you expect him to give? 
  
MS SULLIVAN:  Not necessarily the detail of that because a lot of that has come from 
Professor Hutton already but it is the fact that there is unanimity amongst the two 
medically qualified experts, Dr Nicholson and Dr Stimmler and also Professor Hutton, 
the statistician, that babies who died should not have been scored in this way. In other 
words, that they should not have been scored for conditions or treatment that they 
obviously did not need because they were then dead.  So it is a similar point that is being 
made by all of them but from a different perspective.  
 
THE LEGAL ASSESSOR:  What everyone wants to know is are you wanting to ask him 
is this wrong for any ethical reason?  
 
MS SULLIVAN:  I do want to ask him why it is wrong.  Can I just refer you, the Legal 
Assessor, a moment to what he says right at the bottom of paragraph 55.  The one that 
starts, “The largest source of error lies in how babies who died during the trial were 
scored.”  If you look towards the bottom of it you can see his...  
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THE LEGAL ASSESSOR:  One might argue that.  
 
MS SULLIVAN:  One might argue that, yes.  There is nothing inherently wrong or at 
odds with what he says there with what has been said by others.  In fact, his very last 
point about it, in fact, his more likely scenario, if you put it in that way, is exactly what 
Professor Hutton has told us.  
  
THE LEGAL ASSESSOR:  The other thing I wanted to ask you about was your 
paragraph 12.  If one needs an expert to consider the likely effect of the representation on 
those whose consent is being sought.  Surely that is a matter well within the capabilities 
of a Panel of lay people including one doctor to understand what an ordinary person 
would understand by ordinary words.  
 
MS SULLIVAN:  Absolutely, yes.  There is no problem with the Panel understanding 
that. What I want Dr Nicholson to look at is whether that was an accurate representation.  
If it was an inaccurate representation, a misrepresentation of the position then, of course, 
it would be for the Panel to decide what, if any, effect that may have had.  It is just 
another example of the reason why he will have had to have considered that issue before 
because he and anyone on an Ethics Committee will very much have had in mind what 
effect this information might be likely to have, therefore it is an issue that he will have 
had to have considered as to whether what was being said was accurate or not.  It is why 
it will have been something that will have crossed both his mind and Ethics Committees’ 
minds in other cases because they know the potential importance of it.  
  
THE LEGAL ASSESSOR:  Thank you.  
  
DR SHELDON:  Can I ask a question?  It is not quite clear from his CV whether it is 25 
or 30 years since he was last in clinical practice.  Is it 1977 that he ceased being a doctor? 
Or is it 1984?  Can you give us a bit more information as to what he was doing those 
years.  He was a “registrar in paediatrics”, that can cover an awfully large multitude of 
different sorts of tasks.  
 
MS SULLIVAN:  We probably should rely on the evidence that he has given so far in 
relation to that which he gave at the very start of his evidence which is D24/1E.  
 
DR SHELDON:  What is three years as a part-time clinical medical officer whilst also a 
research fellow?  In other words, did his paediatric experience finish in 1977 when he 
obtained the DCH?  
  
MISS O'ROURKE:  I do not know if it is of any assistance to Mrs Sullivan but his entry 
in the medical reregister indicates that he spent those three years as a part-time clinical 
medical officer in child health for Tower Hamlets Health Authority.  It does not appear 
that there would have been neonatology involved in that.  The same medical register 
indicates that his period as a registrar in paediatric audiology was at the Royal National 
Hospital for Ear, Nose and Throat in London, which again would lead one to believe that 
he would not have had any dealings neonatology in that unit.  So our position is, so that it 
is understood, we would have been interested to hear him indicate what experience he 
had in neonatology and we have reason to believe there is none of that at registrar level 
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and, indeed, he did not even indicate any of that at senior house officer level.  So our 
submission in relation response to Dr Sheldon's question is the answer is probably no 
later than 1980.  
 
MS SULLIVAN:  I do not think I can take it, Dr Sheldon, any further than what is set out 
here at letter E.  
  
THE LEGAL ASSESSOR:  We are all agreed, are we, that the transcript saying 
“autology” should read “audiology”?  
 
MISS O'ROURKE:  Audiology.  We actually do have a photocopy here.  We can get it 
copied in the break from the medical register setting out his entry and detailing that and 
detailing that it is registrar paediatric audiology, Royal National Throat, Nose and Ear 
Hospital, London.  
 
MR FORDE:  It would appear, which, of course, comes as no surprise to any of us on this 
side of the room, that Mrs Henshall will be able to help my learned friend as to the 
precise nature of Mr Nicholson’s experience.  I think there is a note coming. 
  
MRS HENSHALL:  No, the point I was making was that Professor Southall was not a 
neonatologist either and he did the trial so I just thought that was a moot point about  
Dr Richard Nicholson.  
 
MISS O'ROURKE:  Dr Southall was a consultant paediatrician, there is rather a 
difference. 
 
MRS HENSHALL:  He is not a neonatologist though, is he?  
 
MS SULLIVAN:  What it says obviously says at letter E is that for the most part he was 
doing junior house hospital jobs to begin with in paediatrics.  He was also a registrar in 
paediatric audiology.  He then spent three years as part-time clinical medical officer while 
also being a Leverhulme research fellow running a working party looking at the ethics 
research with children.  So that is what he has to say about it on the transcript and, of 
course, what we rely upon is not just his experience in paediatrics but his experience over 
the years of looking at very many, 500 or so, medical trials.  
 
DR SHELDON:  Can I follow up with one other question as to how much experience one 
needs to be able to comment as a responsible investigator?  Are you saying to us that just 
the reading of studies on a Research Ethics Committee will give him enough expertise to 
comment about the roles, responsibilities of a responsible investigator?  
 
MS SULLIVAN:  The test is whether the witness has acquired by study or experience 
sufficient knowledge of the subject and so, therefore, it does not have to be the case that 
you need to have had hands on experience in order to be able to give evidence about this 
issue.  If you know by study sufficient about the subject that would equally entitle you to 
give expert evidence on this issue.  So that is the submission that the Council and the 
complainants would make.  
  
DR OKITIKPI:  Just one clarification, Ms Sullivan.  In relation “study”, does Archbold 
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help in terms of what constitutes “study”? 
 
MS SULLIVAN:  We will have a look and see the extent to which it helps.  It indicates 
that the test is: 
 

“…whether the witness has acquired by study or experience 
sufficient knowledge of the subject to render his opinion of value in 
resolving the issues before the court.   
 
An investigation of the methods used by the witness in arriving at 
his opinion may be pertinent, in certain circumstances, to the 
answers…” 
 

to that and the other question.  Really I think it is a matter for you, looking at the 
evidence that he has given and having heard what he has had to say about his experience 
of trials, to say whether he has by study of those 500 or so trials and also the subject of 
ethics, gained enough by way of experience in order to be able to give expert evidence. 
 
MISS O’ROURKE:  Sir, can I indicate – and I will come to it in due course – just so that 
Dr Okitikpi understands it, Archbold does say rather more and I will come to it.  I read 
“study” very differently, but I will wait my turn. 
 
MR FORDE:  Miss O’Rourke indicates she is prepared to deal with the proper 
application of that test and it will be revealed to you in due course that one of the 
definitions includes the degree of experience or informal studies.   
 
Sir, can I make my position clear on behalf of Dr Spencer?  Dr Spencer faces a number of 
allegations in relation to his clinical competence and he appears before his regulatory 
body.  We on this side are utterly bewildered as to how it can be that a regulatory body, 
of all bodies – and it may be that courts get it wrong occasionally (and we will come to 
the relevant authority) – but if ever there was a body which ought to be seeking to mirror 
the experience of a doctor who is accused of serious professional misconduct it is this 
one.  There can be no grey, we would say, on behalf of these doctors.  To suggest that 
Mr Nicholson is an appropriate expert to deal with the position of a responsible 
investigator – and we do look at the wording of these charges very carefully – is, frankly, 
ludicrous. 
 
My learned friend says that she opened the case making it quite clear to us that all three 
experts supported the Council’s case in relation to scoring.  Again, the quote has been 
somewhat selective.  It reads, at letter C: 
 

“A further criticism of the scoring, which is a criticism of both 
allocation and methodology, is the way in which the children who 
died were scored.  All the experts agree that once a child died, he 
should have scored nought for all factors after death, such as oxygen 
requirements.” 
 

That is not how the evidence has come out.  You heard Professor Hutton attempting to 
find a methodology which involved scoring after death but in a different way, and she 
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appeared to accept the position of Mr Alexander and she ultimately, in answer to a 
question from myself, seemed to think the statistician was in the best position to look at 
any deficiencies in the scoring system. 
 
You will be asked to consider these matters separately but ask yourself, in looking at this, 
would you countenance a doctor finding him or herself before the regulatory body on that 
charge standalone in respect of an allegation of serious professional misconduct because 
each charge caught up in paragraph 21 is said to be capable of founding a number of 
serious criticisms. 
 
Dr Stimmler was asked about the scoring system and it would appear that he was mightily 
confused about that which actually occurred and so, again, it casts some doubt upon the 
validity of the assertion that he supported in its entirety the allegation against these 
doctors and, of course, these allegations are individual against each.  It was clear when he 
gave his evidence-in-chief – I will find the reference for you in a moment – that he said in 
terms that he thought Drs Southall and Samuels were involved in collating the scores.  
That was later revealed not in fact to be the case. 
 
He said in answer to myself when I cross-examined him – and, again, I will find the 
reference for you in a moment – that Dr Spencer could not be culpable if he was not 
involved in the system scoring, so he now understands the position was that Theresa 
Wright did the scoring and you are aware of the fact that Joseph Raine was responsible 
within Queen Charlotte’s.  Joseph Raine is a registered medical practitioner responsible 
for scoring and does not find himself before you, but instead is a GMC witness.  That 
may give you some indication of the weakness of the overall position. 
 
It is, of course, a test, as Ms Sullivan advances, to suggest that one test of expertise is 
whether a witness has acquired by study or experience sufficient knowledge of the matter 
to render his opinion of value in resolving the issues.  I do not have a difficulty with that. 
 This is not a case where mere study, retrospective study of papers, can be said to found 
an expertise.  It just is not good enough.  There will be cases, for instance where there is 
an academic debate about competition law, where study might be sufficient, but you are 
being asked to sit in judgement upon a practitioner in looking at paragraph 11 who, at all 
material times, was fulfilling the role as a responsible investigator – the simplest task in 
the world for the General Medical Council to find an expert who has been a responsible 
investigator involved in many trials who would be able to say “I never delegated to more 
than five people in a trial of this sort.  The way I provided training was in this manner.  
I did not rely upon the commonsense attitude of my junior staff.  I believe that the 
parental information leaflet misrepresented the position because the technique had not 
been shown to be safe and I would have stood in front of every parent ensuring that they 
had thrust into their back pocket a copy of the parental information sheet”.  They have not 
done so. 
 
They relied, as they were quite properly entitled to, from a clinical perspective upon the 
evidence of Dr Stimmler.  The difficulty for the General Medical Council – and they are 
now trying to paper over the cracks by calling Dr Nicholson on these issues – is that he 
did not support the allegations that were made against my client in any way shape or 
form.   
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Similarly, we ask rhetorically, why was Professor Hutton called at all if there were to be 
questions asked of Mr Nicholson about the scoring system?  She has been cross-examined 
at length upon the scoring system.  You may think, again, the proper test is to have a 
practitioner look at the scoring system from the perspective of a clinician.  We have long 
been of the view that Mr Nicholson’s evidence is really looking through the wrong end of 
the telescope.  He is a self-proclaimed ethicist who sat on ethics committees.  He might 
just about be an acceptable expert witness if these doctors had been medical members of 
such a panel, but they were not.  What simply seems to have escaped his attention is that 
the ethics committee is there for a reason and that is why I was prepared to permit him, 
not from a clinical perspective but from the perspective of the ethics committee, to 
venture into areas such as adverse events and the reporting of them, not because I feel he 
has the clinical expertise to comment about seriousness, because he simply does not, but 
because he wished to impress you with the necessarily to notify changes to ethics 
committees.   
 
You have heard from Dr Raine, who was on the ground at the time, that he cannot 
remember whether Queen Charlotte’s were notified of the changes.  You have seen at 
page 19, file 1, tab 1, the invitation to Dr Spencer to notify “minor changes” to the ethics 
committee if he saw fit.  You are aware that Queen Charlotte’s actually did their job, it 
would appear, and suggested to Dr Raine some very slight amendments to the patient 
information sheet.  That is the role of the ethics committee.  It is no part of the General 
Medical Council’s case, as I understand it, that in my client’s role as a responsible 
investigator he should in some way have second-guessed that which the ethics committee 
would need to consider and in some way his performance in that regard was so seriously 
deficient as to amount to serious professional misconduct.  If it is, it is very tenuous, very 
thin evidence. 
 
As I indicated last week, what we were expecting from the General Medical Council in 
order to prove this matter was some evidence from somebody who said “I was asked to 
consent but I didn’t know how to do it.  I was asked to consent but I wasn’t adequately 
trained” and some evidence from a parent saying “This was a misrepresentation in 
relation to safety which acted upon my mind such that I entered my child into the trial 
when I otherwise wouldn’t have done”.  You have heard no evidence of that sort at all 
and it is not evidence that Mr Nicholson can give you. 
 
As far as ensuring that every parent had a copy of the parental information sheet he, in 
answer to me, made it clear he has never been a responsible investigator.  He cannot 
assist you as to how a responsible clinician would behave regarding any of the matters 
that are set out between paragraphs 11(a) to (d). 
 
Similarly, in relation to scoring you have heard a lot of evidence from Professor Hutton 
from a statistician point of view.  You have also heard from the clinician’s perspective the 
evidence of Dr Stimmler.  He was not critical of my client because he was not involved in 
the scoring process and he was willing to accept that in answer to questions from myself. 
 He was critical of the allocation in relation to dead babies but overall thought this was a 
well-run trial and expressed regret, as I have included in my skeleton, about the fact that 
the trial came to an end at all.  So he is hardly supportive of the scoring system being a 
seriously culpable failure. 
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The problem with the General Medical Council’s case, regardless of whatever test is 
applied, is this.  Expert witnesses, as I have set out in my skeleton, are in a unique and 
privileged position.  People are not allowed to step into this room and give evidence and 
give an opinion.  You are here to determine facts and they are here to assist you.  Experts 
are allowed to express an opinion and that is why their evidence is not regarded as 
otherwise inadmissible.  It is a reasonable expectation on the part of these practitioners 
that such an expert should mirror their skills, their attitudes, the standards of the time and 
to be able to assist you, particularly in such an old case. 
 
What this gentleman cannot do is say that “In 1989 or 1990 I was regularly submitting 
applications for approval to ethics committees and this was the applicable standard”.  
That is the very least you should expect from him.  I have struggled to piece together his 
CV because despite asking him to be date-specific he is not, but he is somebody who I 
think told us between 1986 and 1988 sat on an ethics committee at an assisted conception 
unit in the private sector and thereafter would appear to have had a very peripheral 
involvement in paediatric medicine.  He cannot assist you as to the relevant standard 
applicable to a practitioner in Dr Spencer’s position making the application that he did. 
 
I have dealt with the codes on the second page of my skeleton – they are pretty much the 
same.  I emphasise the fact that the overriding duty of any expert is to assist the court on 
any matters within his expertise.  That is what the code of conduct for experts suggests 
and that should weight heavily with you.  He is supposed to indicate when a matter is 
outside his expertise.  He did so, in an attendance note, when he said “I need the support 
of a statistician in order to advance my case in relation to scoring”.  We get the letter of 
instruction so that you can see there is no fear or favour by reason of the fact he is paid by 
one side rather than the other. 
 
He must also be in a position to express a range of opinions, according to the code of 
conduct.  How, I ask rhetorically, can this gentleman express a range of opinions in 
relation to what clinicians may or may not have done?  It is an important question 
because with Professor Hutton, you will recall, ultimately you may conclude Mr Foster 
was putting to her the possibility of others approaching scoring in a different way.  When 
you are asked to find matters proved to a criminal standard and when there are different 
ways of approaching the same task, that may help you as to whether or not something was 
so inappropriate as to attract that criticism which you find in paragraph 21, or so 
inadequate as to attract that criticism.  I do not see how on behalf of my client Mr 
Nicholson can assist you with whether or not matters were in the patient’s best interests 
or likely to bring the profession into disrepute.  Those, had the evidence been elicited, 
were clearly matters for Dr Stimmler and he ought to be bound either by the criminal 
code or the CPR code in not expressing an opinion outside of the scope or of his field or 
expertise and he is attempting to do so.  He is being encouraged and, as I say, by a 
regulatory body to do that. 
 
I have set out on page 3 – and it may well be worthy of repetition for the transcript – why 
he offends against normal principles.  He is not a clinician, he has never been a local 
investigator, he has never submitted an application for ethical approval, he has never 
reported an adverse incident to an LREC, he has never applied for ethical approval for a 
randomised trial, he has never trained medical staff in consenting for a randomised trial, 
he has never considered when a modification to a trial should be communicated to an 
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LREC, he has never devised a scoring system for a trial, he has never written a patient 
information sheet and he has never considered any of the matters contained in paragraph 
21 of the Notice of Enquiry. 
 
The reason I state that with such confidence is, one very significant answer he gave me 
was that even if he had done that, he had never done it from the relevant standpoint, 
which is that of a local investigator.  That is what the charge says and that is the kind of 
expert that you should have had called before you. 
 
Dr Stimmler, on the other hand, a clinician of immense experience who had been 
involved in trials – not necessarily precisely of this sort – was able to assist you when he 
gave evidence and, as I have indicated, did not appear to maintain any serious criticism 
against any of these practitioners, regretted the ending of the trial and, I have quoted 
much of his evidence on Day 20 in my skeleton where he dealt with the issue of neck 
trauma.  Although he thought it was serious he would not have expected it to have been 
reported, he said the management of patients depends on clinicians, not on ethics 
committees and that is the pre-penultimate answer on page 5 of my skeleton.  He 
described the matter as “a misadventure”.  He would have expected changes to have been 
made and you know that they were from those clinicians who gave evidence before you.  
He went on to say: 
 

“They developed or used a sort of gel to put inside the seal and that 
seems to have been very successful.” 

 
He is clearly right in the correct arena for dealing with the questions that have arisen, 
even as far back as charge 6. 
 
He went on to consider head 7 about the changes to the scoring system and, again, from a 
clinician’s perspective he did not see any reason – and this is in his evidence in chief – to 
change the scoring system in a way that had to be notified to the Ethics Committee. 
 
He was again to take a common sense view, although he thought that the surfactant might 
make a difference to the trial, he understood, in cross-examination – Day 20 pages 35 to 
50 – why it was that there would be many reasons for the trial continuing even after the 
addition of surfactant and I am sure you can picture him saying, as he did, it would have 
been unethical not to have included surfactant in the trial. 
 
He was asked specifically by Mr Foster, who was astute to the point of safety and 
therefore produced the papers, about the issue of safety.  He dealt first of all with this 
with Miss O’Rourke and she put a question to him you see at page 7 of my skeleton 
argument, and he said in answer to her, “They had shown” – this is the papers--- 
 
THE LEGAL ASSESSOR:  I am sorry to interrupt, but we have to set standards for those 
who follow you as well.  You are making a very good submission of no case to answer--- 
 
MR FORDE:  I am making a submission--- 
 
THE LEGAL ASSESSOR:  What other witnesses have said cannot influence the decision 
whether Dr Nicholson has the appropriate expertise. 
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MR FORDE:  I am afraid I respectfully disagree.  When the General Medical Council – 
and I have said it is perm any one from three – have called a dedicated clinician who has 
dealt with this issue and dealt with it in a way that it has, it ought to add strength to my 
submission that you do not need to hear from any other person, least of all somebody as 
inexpert as Mr Nicholson.  You might have felt that it was a lacuna that needed filling in 
a way where you would allow some latitude to the General Medical Council if they had 
not heard on the subject, but the reason I have included these excerpts in my skeleton is to 
demonstrate that the issues have been dealt with and to demonstrate from our perspective 
the motivation behind this submission is that the expert with the dedicated clinical 
qualification has not supported the allegations in particular against my client in paragraph 
11. 
 
I am not making a submission of no case.  I am hoping to demonstrate that Mr Foster, as 
the rest of us did and Miss O’Rourke to a lesser extent, thought that the issue of safety 
and whether it was proper to include that in the patient information sheet, was something 
that was going to be looked at from a clinical perspective not from an ethical perspective, 
and it would be dealt with by Dr Stimmler.   
 
I am simply illustrating that it was dealt with at length in that way in the cross-
examination of both Miss O’Rourke and Mr Foster.  There has been an answer from Dr 
Stimmler which I have included on page 9 that he was quite happy that it was appropriate 
to describe CNEP in that way.  At the top of page 10, I asked for an answer to the 
following question: 

 
 “Have you ever been a responsible investigator in the conduct of a 
randomised trial?” 

 
and Mr Nicholson said this: 
 

“No, I have not” 
 
and that takes us back to the stem of charge 11. 
 
Dealing with my learned friend’s skeleton, because I rely upon Mr Foster’s in relation to 
the one relevant authority that we have been able to find which is Sansom and another, 
which I will touch upon in conclusion very briefly, it cannot be right, looking at 
paragraph 2, that this witness is capable as is suggested of giving evidence as to the duties 
of a responsible investigator administrator in a clinical trial being conducted from 1990 to 
1993 in ensuring appropriate procedures were in place to obtain informed consent.  This 
would include the extent to which it would have been appropriate to delegate to others.  
He does not have the clinical experience.  You heard from doctors about what happened 
during the night, the availability of these clinicians, how the randomisation was done, so 
you have got the factual matrix.   
 
It is a common sense decision for you to make now and you would have to reject the 
evidence of Dr Stimmler, which was clear on this point, it was appropriate, as to whether 
or not too many people were involved in the process of consent.  You have seen a fraction 
of the parents involved, not all of whom appeared to be at all supportive of any 
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suggestion that they did not understand.  That is what this charge is about.  It is not about 
an ethicist standing up and saying, “Had I been on the Ethics Committee of North Staffs I 
would have been unhappy about the number of people who were involved in the process 
of consenting.”  If he was then he should be making that criticism against the Ethics 
Committee, “Why did you not stipulate the number of people to whom this duty should 
be delegated?”  It is not something he can answer from a clinician’s perspective. 
 
Similarly, (b), 2(b), is said to be the ensuring of an appropriate method of scoring with 
scores being correctly allocated, you know that was delegated.  It would appear from 
Professor Hutton’s evidence appropriately, to Dr Raine and Teresa Wright and then the 
check and balance was Mr Alexander.  That is as much as the clinician can do.  Dr 
Stimmler was happy with that from a clinical perspective and that is all you need to hear 
on the subject. 
 
MS SULLIVAN:  I am sorry, but these really are not the issues.  This is again--- 
 
MR FORDE:  I am going through your skeleton. 
 
MS SULLIVAN:  Yes, but this is not addressing the question of whether Dr Nicholson’s 
evidence is admissible.  It is addressing the question of what other evidence there is and 
that is not what the Panel is being asked to consider at this stage.  
 
MR FORDE:  Right.  I would be grateful if I was not interrupted and I will pull things 
together and explain how I see from my client’s point of view the relevance of the 
evidence of others.  I have already indicated that the Panel might be more prepared to 
accede to an application where somebody is manifestly unqualified from a clinical point 
of view would be of assistance, but--- 
 
THE LEGAL ASSESSOR:  I should strongly advise against that.  It is not just a matter of 
well, is there a gap that could be filled up.  I do not think you would disagree with the 
proposition, Mr Forde, that if the witness has the appropriate expertise, however that is 
defined, wherever it is gained, he can be called to give evidence which is at variance with 
that of Dr Stimmler. 
 
MR FORDE:  Yes, of course he can.  
 
THE LEGAL ASSESSOR:  You are in danger, are you not, of pushing your arguments 
too far because Dr Stimmler had never taken part in a randomised controlled trial--- 
 
MR FORDE:  He was a clinician.  
 
THE LEGAL ASSESSOR:  Do you say that we should ignore all those parts of his 
evidence--- 
 
MR FORDE:  No, absolutely, he was a clinician who had taken part in trials and if that is 
the best the Medical Council can do, that is the next best fit.  It is not for us to suggest 
that they have to have somebody from a randomised trial.  We have no doubt on this side 
as to why they could not find such a person, but Dr Stimmler was qualified as a clinician 
to comment upon the realities of the consenting process, the realities of the patient 
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information form, the realities of the training of junior staff because you will recall he 
was asked specifically whether there was any magic in the consenting process being 
related to a trial and he was happy to confirm that proper delegation to an appropriate 
level that a competent doctor should be able to consent, particularly with the crib sheet of 
the patient information sheet.  I am not suggesting that he is not competent to comment 
upon those matters.  He is far better qualified, obviously, then Mr Nicholson.   
 
What seems to be being said about Mr Nicholson is he once did paediatrics to registrar 
level many, many years ago and therefore he is a suitable person because he qualified as a 
doctor, but the qualification as a doctor is not enough.  Taken to its logical conclusion his 
qualifications as a doctor would mean he can comment on cardiology or vascular surgery. 
 He has sat, I accept, on ethics committees but it is my submission that he cannot be 
called to deal with the appropriate standards applicable to a responsible investigator who 
is a clinician seeking the approval of an ethics committee.  He is simply the wrong 
person. 
 
Mr Foster has dealt with the authority of Sansom in detail but just to emphasise the point, 
this was a case where the Court of Appeal were prepared to suggest that you could not 
prove professional negligence on the part of a surveyor if you relied upon a structural 
engineer.  There is a much better fit, in my submission, between those two professions 
than there is between Mr Nicholson and his limited experience, clinical experience, and 
these practitioners.  That should sound a cautionary note. They were both involved, in 
crude terms, in surveying buildings – a structural engineer possibly to a greater or more 
detailed extent than a surveyor, but that still caused consternation on the part of the court. 
 It is my submission to you that tremendous consternation would be caused on the part of 
any court if somebody with Mr Nicholson’s limited and time expired qualifications were 
being put forward as an appropriate expert to comment upon the clinical duties, 
performance and standards of these practitioners. 
 
Those are my submissions.  
 
MISS O'ROURKE:  Yes, sir, Ms Sullivan and I are in disagreement in three respects 
only, and I will therefore amplify only those three.  Firstly, what is meant by study.  
Secondly the experience that Dr Nicholson has.  She in several places in her skeleton uses 
words like “he plainly has a specialised knowledge” – that is paragraph 8, or paragraph 
11, “he is well qualified” and I disagree with that.  Thirdly, we are in disagreement in 
respect of the relevance of the medical literature which you have looked at in respect of 
head of charge 11(c).  I say that is not what you will be looking at when you come to 
decide 11(c) because the head of charge does not actually refer to it. 
 
Can I take those three issues, then, in turn?  The first one is the question of study and 
qualification and, sir, I am going to quote form the Bonython case, which is set out in 
Archbold at 10-65 and it may be in due course as Panel members you will want the 
relevant two pages in Archbold, although it is half of each of those pages, copied for you. 
 
I set the test out very briefly in my skeleton in paragraphs 5 and 6, but it may help to just 
take you through what in fact was said.  This is a South Australia Supreme Court 
Judgment, so it is what we call persuasive authority in the English courts, but it is a 
judgment often cited and the principal judgment given by the Judge read as follows: 
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“The first question is whether the subject matter of the opinion falls 
within the class of subjects upon which expert testimony is 
permissible” 
 

and he goes on to say, as I have put it into the skeleton, that it is divided into two parts 
and let me take (a) and (b) and then put them as I say they should be put in the context of 
this case.  (a) is this: 
 

“Whether the subject matter of the opinion is such that a person 
without instruction or experience in the area of knowledge or human 
experience would be able to form a sound judgment on the matter 
without the assistance of witnesses possessing special knowledge or 
experience in the area”. 
 

If we stop there I say what that means in the context of this case is, for example, taking 
the issue of whether CNEP is safe, the question for you would be whether the subject 
matter of the opinion (which is:  Is CNEP safe?) is such that someone who has not been 
instructed in paediatrics or indeed in CNEP or has not got experience of paediatrics or 
CNEP would be able to form a sound judgment on that question without getting the 
assistance of someone who has got that special knowledge and experience.   
 
Turning it to a question for you (and I know Ms Sullivan disagrees whether the question 
is:  Is CNEP safe or has it been shown to be safe and I will come to that in a moment) if 
the question is:  Is CNEP safe, the question based on this is:  Presuming that none of you 
have had instruction or experience in working with CNEP, would you be able to give a 
sound judgment on that matter without the assistance of somebody who has that 
expertise?  My submission would be that you would not.  Even if you were medically 
qualified, you would need to have that specialist. 
 
Therefore, does that particular question fall within a category where expert evidence 
could be brought in and the answer to the first part of that question would be yes, but you 
then have a little (b) because (b) says: 
 

“But whether the subject matter of the opinion forms part of a body 
of knowledge or experience which is sufficiently organised or 
recognised to be accepted as a reliable body of knowledge or 
experience”. 
 

In other words, what the expert evidence relates to has to be something that we in society 
or otherwise recognise as a specialist group, so it would not be that you would have 
people coming along as self appointed experts that nobody had authorised or approved or 
it was not organised or recognised. That is why we look when we get expert opinions for 
people who either have formal paper qualifications; in other words, here is somebody 
who has a higher degree or a diploma or a PhD in paediatrics or the “organised” would 
relate to someone who was a fellow of the relevant Royal College and they could say, 
“Therefore I have got the organised background to it”. 
 
It goes on to say: 
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“A special acquaintance with which by the witness would render the 
opinion of assistance to the court”. 
 

I say it is why we look, therefore, at formal qualifications or membership of a formal 
body or relevant experience which is recognised experience in the expertise.  The next 
part of the judgment reads: 
 

“The second question is whether the witness has acquired by study 
or experience sufficient knowledge of the subject to render his 
opinion of value in resolving the issues before the court”. 
 

My submission is the use of the word “study” there means what we would normally think 
of academic study, not sitting informally studying some papers and reading them, but in 
fact undertaking a formalised course of study and the reason that they put the experience 
in the alternative is that in some areas of expertise there may not be formal courses that 
you can do or study, you learn on the job over many years and therefore you are giving 
expert evidence based on your experience of seeing or watching or doing something.    
 
The reason that I say that that is really the connotation for study is this, because the 
judgment goes on, as Ms Sullivan read you the first part of it: 
 

“An investigation of the methods used by the witness in arriving at 
his opinion may be pertinent, in certain circumstances, to the 
answers to both of the above questions.  If the witness has made use 
of new or unfamiliar techniques … the court may require to be 
satisfied that such techniques … have a sufficient scientific basis to 
render results arrived at … part of a field of knowledge which is a 
proper subject of expert evidence”. 
 

You can see there where somebody is in a new area and they say, “Actually I have got 
expertise” the query might not fall into what I read to you as sufficiently organised or 
recognised.  The judgment then goes on and this is the key bit, I say, which indicates to 
you that study does not mean:  “I sat down by myself and I read a whole lot of papers”.  It 
says: 
 

“Where the witness possesses the relevant formal qualifications to 
express an opinion on the subject, an investigation on the voir dire” 
 

(that is what you are now having) 
 

“of his methods will rarely be permissible on the issue of his 
qualifications”. 
 

In other words, he has the higher qualification, he has the recognised membership of the 
relevant Royal College.  Then it says, and this is key: 
 

“There may be greater scope for such examination where the alleged 
qualifications depend upon experience or informal studies”. 
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This gentleman does not have the formal qualification, the best he has is a DCH.  He has 
nothing relating to neonatology.  He has no higher paediatric qualification. He has a basic 
medical degree.  We are not into the formal qualifications as defined in that judgment.   
We then come to the question of experience.  He has not got that.  He did not tell any of 
you or any of us anything about any experience in neonatology. There is no evidence 
before you that he has ever worked in neonatology, even at senior house officer level.  He 
said he did an SHO in paediatrics.  He has never told us whether he has been in a neonatal 
unit, he has never told us whether he has intubated a child. 
 
What we know about him is that he did a registrar, and that is a junior registrar, post and 
that seems to be the only one, so that will be a six months or 12 months junior registrar 
post in paediatric audiology at a specialist hospital.  It is highly unlikely to have had a 
neonatal unit.  Other than that, he has got clinical medical officer experience, part time, in 
child health in Tower Hamlets.  That is not going to indicate to us that he has got 
qualifications dependent upon experience. 
 
Then we come to informal studies. What does “informal studies” mean?  He has not done 
a course informally of study of CNEP.  He may have read a number of articles, but I have 
too, possibly more than him, and that does not qualify me to get in there and say, “Sorry, 
I have studied around CNEP, I have been involved in reading about CNEP now for seven 
years”, because that is when I was first instructed in the case.  I would not dream of 
saying to you because of all the articles I have read I am able to assist you in this case.  
That is not what it means.  The judgment goes on: 
 

“Generally speaking, once the qualifications are established, the 
methodology will be relevant to the weight of the evidence and not 
to the competence of the witness”, 
 

but my point is this.  He has not established any qualifications and it is not good enough 
just to say “I have read those papers”.  He has not undertaken any recognised course of 
study.  Had he, for example, done one but it was one that did not lead to a formal 
qualification he could say:  “I have done it”.  Had he done some sort of clinical 
attachment or had he done some work with someone who was in this field then that 
would be a different matter, but I say he has not got (and this is the other key in that 
judgment) the recognised class of knowledge.  It is the second part of the relevant test.  Is 
there a recognised class of knowledge or a recognised degree of expertise related to the 
fact that somebody has read a number of articles and, indeed, debatable what he did?  
Study does not mean:  “By the way I have studied the literature”.  That is my first point 
on study. 
 
My second point on experience effectively I have made. I disagree and indeed very 
strongly with what Ms Sullivan says in her paragraphs 7, 8 and 11 in terms of him being 
well qualified and experienced.  He has no more than a basic medical degree.  To say that 
he has a medical degree and therefore he is entitled to comment as a doctor and much 
though I have a huge amount of respect for doctors and the difficulties of medical 
degrees, the reality is he obtained his medical degree 25 plus years ago and effectively for 
the last 23 years at least, on his own evidence, he has not been working as a doctor.  
There are many people out there who are out of practice in medicine who have medical 
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degrees as a primary degree and they would not purport to come here and give expert 
evidence.  I say it would be wrong in the circumstances.  He is not a registered medical 
practitioner.  It would be entirely wrong for the General Medical Council, the regulatory 
body for doctors, to be popping into the witness box and giving some sort of status as a 
medical expert to somebody who is not a member, who is a not registered medical 
practitioner.  I say that would be very wrong. 
 
He cannot be put forward on the basis of him being a medical practitioner.  Having a 
medical degree, so what, it is 20 odd years ago.  It is like me saying I have got an  
A level in statistics 30 years ago.  What use is that to you?  It is the same sort of situation. 
 He has not got specialised knowledge above and beyond many other people in this room 
and so I say his experience does not qualify him. 
 
Finally on this question of medical literature, because Ms Sullivan appears to be 
suggesting where he can actually help you is he has made a study of the medical 
literature.  If you look at head of charge 11(c) as far as my client is concerned, I think it is 
also 11(c) for Dr Spencer and I think it is 3(c) for Dr Samuels: 
 

“You misrepresented within the parental information leaflet that the 
technique had been shown to be safe”. 
 

Ms Sullivan puts a lot of weight here on the fact, as she puts it in her paragraph 10, that 
this does not involve him giving evidence about whether CNEP was clinically safe.  
Instead his evidence involves an assessment of the medical literature to determine 
whether or not the representation made was appropriate and accurate.  Why?  Why do 
you have to decide that on the medical literature?  There is nothing in the head of charge 
that says that.  The position is this. The statement that it had been demonstrated to be safe 
is a statement made by paediatricians, in the case of Dr Southall at the time a consultant 
paediatrician and in the case of Dr Samuels someone who was a reader(sic) in paediatrics 
and indeed Joe Raine who was a research fellow in paediatrics. These are the people 
involved in the parental information leaflet.  I am sorry, I am being told it is lecturer and 
not reader.  I am sorry if I downgraded him, apologies.   
 
What you have got is these leaflets are being written by people who are at a senior level 
in paediatrics. The statement that it is demonstrated to be safe, in my submission, is not a 
straight statement of fact, it is a statement of their opinion.  In their opinion it had been 
demonstrated to be safe as a result of what they themselves had read and a result of what 
they themselves had experienced and you will see that three of the four papers you were 
given they are co authors on. They are qualified to talk about it because they had 
experience of it and they observed with their own eyes. 
 
Therefore to say Dr Nicholson can help you with the medical literature, in my 
submission, that is not the question.  The question is they expressed an opinion that it had 
been shown to be safe based on everything they knew as paediatricians, everything they 
had read, everything they had seen and things other people had told them and that had 
happened in the United States.  Who is entitled to assist you if you need assistance as to 
whether or not that is incorrect?  The answer must be a consultant paediatrician and 
probably a consultant neonatologist and somebody who has got expertise in the field, 
given that the use of CNEP was limited.  Have you had such evidence?  The answer is 
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yes, you have.  You have had it from Dr Brookfield, you have had it from Dr Morgan, 
both consultant neonatologists.  You might say, “Well, they were called before us as 
factual witnesses and so we do need to look at an independent expert to assist us on that 
point”, because that really is a question of expert evidence and there is a recognised body 
and the recognised body would be a consultant neonatologist.  The answer is you have 
had Dr Stimmler and he answered on it.  
 
Even if you think, “We are not happy with what we have had there”, there are two 
answers.  One is Dr Nicholson is not going to help you and the other is this is an old rules 
case, if you want to go and get the information you can do it yourself.  I think it is Rule 
50(1) or (3).  You have the right to call any expert you want.  My submission is you do 
not need to do that, because you have already heard from Dr Stimmler, but either way it is 
irrelevant to the assessment you are now making which is this.  Does Dr Nicholson have 
the expertise to help you on this point and the answer is no, because it is not just about 
reading the literature, it is about making a decision at the end of the day.  Was that 
statement of opinion by Dr Southall and Dr Samuels a misrepresentation?   
 
There is no issue about the question of whether or not misrepresentation is wrong.  We all 
agree that is wrong.  We do not need an ethics committee member to tell us you must 
state it correctly, but the key to that question is that you are looking at a matter of opinion 
made by paediatricians and if you feel you need expertise to judge that issue then you 
need it from a recognised body with formal qualifications and those are people who are 
members of the relevant Royal College and who have got the relevant postgraduate other 
qualifications or indeed the relevant status and that is not Dr Nicholson. 
 
Sir, finally, I jus reiterate this.  Although Ms Sullivan says that she made it clear in her 
opening about all experts on the scoring system, we I think have all made it clear on this 
side of the room from day one when we started arguing about abuse that none of us 
classified Dr Nicholson as an expert.  I think every time I stood to my feet and mentioned 
him I used the word “expert” in inverted commas and so we have always made it clear we 
do not recognise his expertise.  We allowed him to give evidence on the Ethics 
Committee matters we could vaguely connection of him with that but the position 
thereafter is that we say the outstanding heads of charge that he is now about to address 
are either matters of fact, matters for which you do not need expertise but if they do fall 
within the Bonython test then he is not your man.  
 
Sir, on that point the question I think asked by your Legal Assessor on Ms Sullivan's 
paragraph 12 I  had written in the margin of my copy of hers on paragraph 12, if what you 
are addressing here is an information leaflet for the lay person then you as a Panel will be 
well able to judge it.  So I cannot see that as a reason to call Dr Nicholson and I do not 
see that he represents the lay person in any event.  So, sir, my submission is, as I have 
stated in my skeleton, he does not satisfy the relevant test for any of the heads of charge 
remaining against Dr Southall and so we should now come to an end of his expert 
evidence.  
 
MR FOSTER:  Sir, the General Medical Council has had many years to prepare this case. 
 Why are we having this argument now?  We are having this argument now because Dr 
Stimmler, the expert chosen by the General Medical Council, has failed to give Ms 
Sullivan the answers which she wanted.   
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The basic rules is that evidence of opinion is not admissible.  There is one exception; 
evidence of opinion can be admitted if it comes from the lips of a duly qualified expert.   
I have set down in paragraph 1.2 of my skeleton argument a clear illustration from a 
Court of Appeal case which indicates how the rule works.  Mr Forde has referred to it 
already.  It related to the question of whether a court was entitled to make a finding of 
professional negligence against a chartered surveyor based on the evidence of a structural 
engineer.  What the case was about was about an alleged failure by a surveyor to notice 
that a wall in the claimant’s home needed work done and the claimant also said that the 
defendant should have advised that further structural works on an adjoining wall might be 
necessary.  Mr Forde has already made the observation that a structural engineer is far 
closer in professional expertise to the work done by a chartered surveyor than the 
evidence of the editor of a defunct ethics bulletin is to the work of consultant 
paediatricians.  
 
Can I pick up the citation from Sampson half way down my page 1.  Lord Justice  
Butler-Sloss with whom the other Lord Justices of Appeal agreed conducted a review of 
the authorities which I am not going to read out but which is all set out there and she said 
this crucially: 
 

“The question whether a witness has the requisite expertise to give 
an opinion on any relevant matter is, in my judgment, one going to 
admissibility, not merely to weight.”  

 
So it is not for Ms Sullivan to say, well, you can listen to what Dr Nicholson says and if 
you like it you can take it on board, if you do not like it, well, it is a question of the weigh 
which you attach to it and you can reject it if you do not like it.  That is not how the law 
works.  The fact of the matter is that by any of the established canons of interpretation of 
an experts expertise Dr Nicholson should not be allowed to go into on witness box on any 
of the issues certainly as against Dr Samuels.   
 
The Court of Appeal conducted that review which I have already referred to.  Perhaps  
I can highlight on page 2 part of the citations from the Investors in Industry case, if I pick 
it up two paragraphs from the end: 
 

“The expert evidence before the judge consisted of evidence in that 
case from three engineers and one architect, Mr Foster.  The 
question put to the engineers and answered by them included 
questions relating to the nature and extent of the professional duties 
owed by Hamilton's to Anglia.  However, we think that little reliance 
can be placed on their answers to these questions, which relate to a 
profession other than their own.  The only directly relevant evidence 
in this context is that of Mr Foster, who was called on behalf of the 
Hamiltons…” 
 

and accordingly in that case the claimant had not established that the architects 
were in breach of their professional duty.  Then Whalley v Roberts & Roberts 
Mr Justice Auld applied the principle to a claim against a first firm of 
surveyors.  In respect of the evidence of architect and civil engineering that: 
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“…however competent they might be in their respective professions, 
neither could speak with authority on what is to be expected of the 
ordinary competent surveyor.”  

 
Then the Court of Appeal in Sanson turned to the issue of the clinical context.  There is 
the now very famous citation from Bolam and the Court of Appeal go on to say that 
precisely the same principles apply.  Picking up the citation from Sansom at the final and 
penultimate paragraph on my page 3: 
 

“In the medical negligence cases, the expert evidence would be 
expected to come from medical practitioners appropriately qualified 
to give it.   
 
In my judgment, it is clear, from both lines of authority to which I 
have referred, that a court should be slow to find a professionally 
qualified man guilty of a breach of his duty of skill and care towards 
a client (or third party), without evidence from those within the same 
profession as to the standard expected on the facts of the case and 
the failure of the professionally qualified man to measure up to that 
standard.  It is not an absolute  rule as Sachs LJ indicated by his 
example but unless it is an obvious case, in the absence of the 
relevant expert evidence the claim will not be proved.  In the present 
appeal, I am satisfied that the judge did not have the evidence upon 
which he would have been able to make a finding of professional 
negligence against Mr Brown.  First, I do not consider that this was 
such an obvious case that there was not room for two views of the 
relevance of the crack and the steps , if any, which ought to have 
been taken in July 1992.”  

 
and so the citation continues.  I will not read it all into the transcript, you have it there.  
That relates to the position in civil proceedings.  That relates to the question of whether, 
because the Bolam test was applied, there was a responsible body of professional opinion 
which would endorse the defendant’s conduct.  Of course, in the context in which we are 
dealing now you have to decide whether there was Bolam plus plus.  So the relevance of 
the expert evidence is precisely the same.  If the evidence of Mr Nicholson was 
inadmissible in civil proceedings a fortiori when doctors are facing a trial for their 
registration it follows here too.  
  
The contention of Ms Sullivan if it is to be accepted leads to some striking conclusions.  
Imagine the situation where a very eminent tax barrister is being sued in relation to 
allegedly negligent advice in relation to an arcane point of tax law in relation to the 
management of an offshore trust fund.  I qualified at the Bar a little while ago, I have 
never done a tax case in my life.  On Ms Sullivan's logic there would be nothing wrong 
with me going into the witness box and giving expert against him.  Were I to do that the 
tax practitioner could be completely confident that there would be no finding of liability 
against him and I could be completely confident that I would be rightly reported to the 
Bar Council for that piece of arrogance but Ms Sullivan would not apparently take any 
objection to that course.  
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Study or experience.  There will be occasions when the relevant expertise can be 
established by study.  An example might be, as Mr Forde has already suggested, where an 
academic lawyer from the professorial ivory tower who has never qualified as a  solicitor 
or a barrister might give evidence to a court in relation to what the law to be applied in a 
conflicts of law case might be but those circumstances will be few and far between.  It 
would be ridiculous to suggest, for instance, that one can acquire the relevant expertise to 
comment on how one does a hip replacement operation by reading text books of 
orthopaedic surgery, yet that again seems to be a corollary of what Ms Sullivan is urging 
on you.  
 
What is the ambit of Dr Samuels's objection?  I say that Mr Nicholson does not give 
admissible evidence on any charge which relates to him.  What is the expertise of  
Dr Nicholson?  Whatever it is he is not a clinician.  He is not a paediatrician.  A couple of 
decades ago or more he had a paediatric audiology job which presumably did not involve 
him ever seeing any children who were being ventilated let alone getting involved in 
CNEP or anything like it.  
 
He has sat on Ethics Committees.  He would be entitled to give expert opinion evidence 
on the standard to be expected of medical practitioners who sit on Ethics Committees and 
on what an Ethics Committee it entitled to demand by way of information from people 
making applications to it but that does not go to any issue in this case.  
 
He gave a rather flippant answer to questions about his qualification for commenting on 
whether the literature showed CNEP to be safe.  He said that he had read a lot of 
scientific papers.  So do we all on this side of the room.  Again, I expect that a number of 
us on this side of the room spend a good deal of year reading papers on causation in 
cerebral palsy cases.  Nobody would suggest with a straight face would suggest that that 
qualifies us to go into a witness box and give expert evidence on causation in cerebral 
palsy cases.    
Ms Sullivan would seem to have no difficulty with that proposition.  
  
Merely reading scientific papers does not make you experts in the subject which is being 
discussed.  There are a number of reasons for that.  An expert in the specialty which is 
represented by the papers will be able to evaluate those papers critically, he will be able 
to take into account the methodology which is employed in that paper; the status of the 
authors, not all authors are equal; the status of the journals, not all journals are equal and 
how the paper relates to the whole body of the literature.  Is it a radical new departure?  Is 
it so radical a departure that it needs to be viewed with particular caution?  What are the 
political considerations within the medical professional which relate to the evaluation of 
that paper and so on so forth.  Mr Nicholson has none of the qualifications which allow 
him to undertake that sort of evaluation.  
 
Head of charge 3 as against Dr Samuels.  This relates entirely to the adequacy of consent. 
 I have said at paragraph 4.1 of my skeleton that Dr Nicholson would be able to deal with 
what the Ethics Committee should have required of the investigators but, to repeat, that is 
not an issue here.  What the Committee was told, and we can see it in the documents 
which have already been produced, is that informed consent would be obtained from the 
parents.  Whether the assurance was realised is a matter of fact and Dr Nicholson cannot 
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begin help about that.  That is a matter entirely for you.  How informed consent was taken 
is purely a matter of clinical opinion.  It may have been that a couple of decades ago that 
Dr Nicholson took consent from parents in a vaguely  paediatric context but he has not 
done it for a long time, he has never done it ever in the context of a clinical trial.  
  
4.2, “In your role as an administrator of the CNEP trial you failed to…” reads the stem of 
charge 3.  Dr Nicholson has never been a trial administrator, whatever a trial 
administrator is.  A question to which I imagine will we be returning later in these 
proceedings.  Accordingly, whatever a trial administrator is he cannot comment on it.  
 
He failed “…to ensure that appropriate procedures were in place to obtain informed 
consent.”  I have commented already on his experience of taking consent in the context of 
a trial.  Nil.  What appropriate procedures are is classic clinical territory. He is not a 
clinician.  “ 
 
“You inappropriate delegated the task of taking consent to too many different medical 
and nursing staff.”  The business of delegation is one which is encountered every day on 
the wards by consultant paediatricians.  It is something which is never encountered by the 
editor of an ethics bulletin.  Dr Nicholson never having gone beyond junior registrar has 
never had to deal with it.  
 
“You failed to provide adequate training to those taking consent for the trial.”  
Dr Nicholson has never trained.  The training of staff is something with which consultant 
paediatricians deal all the time.  Dr Stimmler has dealt unequivocally with the adequacy 
of the training. 
 
I, for my part, am utterly baffled as to how the General Medical Council proposes to put 
its case about this.  There has been no adverse comment on the training by Dr Stimmler 
or by any of the staff who were trained.  I suppose that Ms Sullivan will ultimately invite 
the Panel to say “We’ve got evidence from a couple of parents that they didn’t quite 
understand what was going on, ergo you can conclude that there was not proper 
consenting going on, ergo you can conclude that there was not proper training”.  If that is 
how it is to be put, and I cannot see any other way in which it could possibly be put, that 
is a contention of fact.  Dr Nicholson cannot begin to help about it. 
 

“You misrepresented within the parental information leaflet that the 
technique had been shown to be safe.” 
 

Obviously, there should not have been a misrepresentation – we do not need Dr 
Nicholson to help us about that.  There are two issues:  was there a misrepresentation or 
not?  That depends on (a) the literature which existed at the time and, crucially, as Miss 
O’Rourke has pointed out, the clinical and the other related experience of the clinicians 
involved.  I have already commented on the literature.  As to the relevant clinical 
experience, Dr Nicholson has none. 
 
The second issue is because it relates to head of charge 6, whether the misrepresentation 
was deliberate or grossly negligent or in some other way culpable.  Again, since that 
relates to the standard to be expected of consultant paediatricians, Dr Nicholson cannot 
help. 
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“You failed to ensure that every parent had a copy of the parental 
information leaflet.” 
 

Two elements there:  a purely factual one, did every parent have a copy of the leaflet?  
Dr Nicholson cannot help about that; clinical, because the word “failed” is used, what that 
boils down to is had the staff doing the consenting been told in an adequate or inadequate 
way that they should hand out the leaflet?  If that really is a matter of expert evidence, it 
is a matter of expert evidence from consultant paediatricians as to what junior staff should 
be told and how they should be told it.  Dr Nicholson’s evidence is irrelevant and 
inadmissible. 
 
Head of charge 4 relates to scoring.  In her opening, Ms Sullivan did not begin to suggest 
that the allegations which relate to scoring had any ethical content at all.  They were 
presented as pure methodological failings. 
 

“You failed to ensure that the scores were allocated correctly.” 
 

Two elements to that:  (1) the wrong doubling of the scores – we do not need evidence 
about that; it is admitted that there was initially doubling of the scores.  I imagine I am 
speaking for everybody on this side:  if you want a formal admission about that you can 
have it.  It was picked up by the system, which I would have thought would have gained 
us applause rather than obloquy.   
 
If that allegation is maintained it can only lie as against Dr Samuels along the lines of 
“you inappropriate delegated the scoring process”.  I have already dealt with the issue of 
delegation.  It is quintessential clinical territory. 
 
Then the second limb of the scoring allegations relates to wrong interpretation of clinical 
information, in particular to head scans.  Two elements there:  was the information 
wrongly interpreted?  There is a factual element to that.  Were the scans which are now 
relied on available at the time?  Dr Nicholson cannot help about that.  Partly it is clinical. 
 What did the scans show?  Dr Nicholson, so far as we know, has never seen a scan.  He 
cannot comment. 
 
The second limb of that allegation is again delegation.  Was this scoring process 
appropriately delegated?  I have commented already. 
 

“You failed to ensure that there was an appropriate method of 
scoring.” 
 

Again, since it is not suggested, as I understand it, that there was unethical conduct in the 
devising of the scoring method, it is purely a technical issue which has been dealt with 
very thoroughly by Professor Hutton.  It has also been dealt with by Dr Raine and by 
Dr Stimmler and Dr Nicholson, in the attendance note, which has already been referred 
to, has expressly acknowledged that statistical matters are outside his realm of expertise. 
 
The factual allegations 3 and 4 are, of course, crucially linked to head of charge 6.  Those 
are all matters of whether or not the conduct of a paediatrician fell below the standard to 
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be expected.  Dr Nicholson cannot help. 
 
MR FORDE:  Sir, before Ms Sullivan replies, I did promise you two references because 
she has addressed you on the basis at D8/49 all clinicians were in agreement that there 
were deficiencies in the scoring – sorry, not clinicians.  The two clinicians and Mr 
Nicholson were in agreement that the scoring system was defective.  Day 20/16E-F, Ms 
Sullivan had asked Dr Stimmler about the scoring system and he directed his evidence 
only to Drs Samuels and Southall – and, of course, these doctors are separately 
represented.  He erroneously thought that they were responsible for scoring.  That was my 
understanding anyway, that it was done only by these two doctors.  He was to correct in 
his evidence, and D20/50, when asked by me about Dr Spencer’s reliance upon others he 
said he was not responsible for the scores that were given.  So you have had ample 
evidence from a clinical perspective on that element of the charge. 
 
THE CHAIRMAN:  (Inaudible – off microphone) 
 
MR FORDE:  20/16 between letters E and F. 
 
THE CHAIRMAN:  And then page 50? 
 
MR FORDE:  Page 50 of day 20, beginning just probably from letters F to H. 
 
THE CHAIRMAN:  Thank you.  Ms Sullivan? 
 
MS SULLIVAN:  Sir, if I might just briefly deal with a few matters in reply. 
 
Firstly, of course as the Legal Assessor has reminded you, the question is not whether the 
issues have been dealt with but whether Dr Nicholson is qualified to deal with them.  
Qualification arises either by study or experience.  They are in the alternative.  In that 
context, it is important, I think, to bear in mind that we know that CNEP was not a 
widely-used technique.  Dr Stimmler had seen it once, I believe.  As you know, he had 
done no research since the 1970s but he on that basis is regarded by my learned friends as 
an appropriate expert on the issue of safety after spending a short period of time looking 
at some articles about it. 
 
I raise those matters because of course that is very important in the context of whether 
Dr Nicholson has sufficient expertise.  He, of course, has spent much more time looking 
at not just the articles that are referred to in the application but also a number of other 
articles, some 17 in number, which were relied on by Dr Southall at a later stage.  He has 
therefore studied these matters in some detail and has in addition, of course, extensive 
knowledge of what should be presented to ethics committees.  
 
In his case, sir, the second point to be made is this.  The Council are relying not just on 
his qualification as a doctor, it is a combination of his qualification and his extensive 
experience in medical trials in looking at some 500 of them.  
 
The third point I would make is this.  You do not have to have been a responsible 
investigator or an administrator to know what is required of one.  You are arguably in a 
better position to know what is required of one if you have sat on committees looking at 
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what should be done in the context of a trial. 
 
Sir, finally this.  We are not looking at whether CNEP is clinically safe.  What we are 
looking at in this case is what was being represented about it in the parental information 
leaflet and whether that description accords with what is contained, on the face of the 
papers, cited in support of it. 
 
Sir, for all those reasons the Council would say the evidence of Dr Nicholson on these 
issues is admissible. 
 
MISS O’ROURKE:  Sir, if I might make one factual correction it is this.  My learned 
friend has just said there about all the defence side put Dr Stimmler forward as an expert 
even though he has been involved in only one trial.  Sir, I think my position may be 
different to the other two, both of whom have placed reliance on him.  You may recall 
that it was me that cross-examined him, indeed with some vigour, as to whether he had 
ever done any clinical trials and randomised trials and whether he was the appropriate 
expert.  When it comes to the relevant moment at half-time submissions my position is 
going to be, for example not least on the scoring system, that he is not an expert because 
he has no such experience.   
 
In my submissions to you today on the question of expertise, I think I did stick to it is a 
question of Dr Nicholson.  All that I said is that if you do want expert evidence it is in the 
area of a consultant paediatrician or neonatologist and you have heard from him.  It is 
why I did open up the possibility that you could call some independent expert yourselves.  
 
Yes, I accept he is a consultant neonatologist and he may be in a position, Mr Foster said, 
of knowing who the authors are of the papers and which are the good centres and he may, 
as a neonatologist with experience of incubation, be able to judge it, but I do not put him 
up as the right expert for this case.  Indeed, my position, which you will hear at half-time, 
is that it is very sad that the GMC could not get the right expert and I will be inviting you 
to draw conclusions as to why that is so, because nobody would support them.   
 
THE LEGAL ASSESSOR:  Mr Foster, you introduced the delightful expression 
“Bolitho++”.  Bolitho is a case which says that even if clinicians act in a particular way 
all the time so that a reasonable body of practitioners act that way, it can nonetheless be 
negligent conduct on the part of the clinicians if the conduct cannot be supported in logic. 
 
MR FOSTER:  Yes. 
 
THE LEGAL ASSESSOR:  What I am wondering is whether the same cannot be said of 
clinical behaviour which cannot be supported ethically, because it must be right, must it 
not, that every clinical decision is informed by ethics? 
 
MR FOSTER:  Yes.  I actually said “Bolam++” but I should have said “Bolitho++”.   
 
There will, of course, be occasions when, notwithstanding the support from their peers, 
courts can conclude that there was negligence on the part of a medical practitioner.  The 
courts have repeatedly emphasised that those occasions will be very rare.  Where the 
conduct is unethical, it would be inconceivable that there would be any Bolitho defence.  



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D25/54 

Transcribe UK 
VRS Ltd 

01889 270708 
 

No responsible medical practitioner could defend unethical conduct.  Therefore, that 
particular caveat, I submit, does not apply here.   
 
What the Panel will be considering is whether the conduct of these practitioners fell so 
manifestly short of what is expected of competent practitioners in the relevant specialty; 
that it should be stigmatised with the label of serious professional misconduct.  Of course 
if it is unethical then it cannot possibly be labelled as reasonable or responsible medical 
conduct.  It would not be then endorsed by responsible people in the relevant specialty.  
That is not a worry which I think one need have. 
 
THE LEGAL ASSESSOR:  The second question I wanted to give you the opportunity to 
comment on is about Dr Nicholson’s experience on ethics committees and the submission 
that if you sit on an ethics committee you can talk about what doctors on the ethics 
committee, how they should behave.  If the ethics committee is the arbiter of how trials 
are conducted, why does that not entitle those sitting on the committee to pass judgement 
on those who are implementing the trial? 
 
MR FOSTER:  Because the Ethics Committee will not have and did not have in this case 
any knowledge as to how the policies which they endorsed, how the trial which they 
endorsed was actually implemented.  It is the distinction between policy and operational 
decisions, if you like.  The Ethics Committee would rubber stamp the trial in very broad 
terms and could say, “You will take consent in such and such a way”, but would very 
rarely do so and in this case did not. 
 
The way that informed consent--- 
 
THE LEGAL ASSESSOR:  I can quite see the problem there may not be such a thing as a 
reasonable ethical committee which reflects the standards of all ethical committees and 
that things may have changed, but in principle if the witness were to say, “Well, my 
experience of ethical committees is sufficiently wide and I can tell you that they do take 
concern about this and that”, and how the plans are to be implemented, he would be 
qualified to give that evidence.  
 
MR FOSTER:  The Ethics Committee, in this case as in all other cases, would have been 
entitled to say you must take consent, for instance, in a particular way.  To some extent 
they did that in this case by endorsing the consent form which they did see, but where 
they do not specifically rubber stamp a procedure they are expressly saying to the 
clinicians who are responsible for running the trial, “Do these procedures in a way which 
you as clinicians think is responsible and proper.”  Once you are into that territory you 
are, from the point of view of later legal examination of their conduct, in quintessential 
expert witness territory. 
 
MR FORDE:  Can I just add something, because I am slightly disturbed by that exchange. 
 What we would have expected, looking at the stem of charge 11, if ethics was to be so 
writ large, would have been a degree of particularity.  I would have hoped a charge would 
have said, “In your role as a responsible investigator in the conduct of the CNEP trial you 
failed to ensure that appropriate and ethical procedures were in place to obtain informed 
parental consent” and I would have expected Dr Stimmler as a clinician to have been 
supportive of any stance adopted by a non-clinician, Mr Nicholson, by saying, “Even as a 
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clinician I do not need an ethicist, I am telling you this shrieked of lack of ethical 
conduct.”  All doctors are aware of the ethics of their profession and so Dr Stimmler 
would have been more than adequately qualified to have assisted you as to his view of the 
ethics of this trial from a clinical perspective and from a doctor’s perspective. 
 
What you are being asked to do is to judge this from the perspective of somebody who 
specialises in ethics with limited or no clinical experience and he just is not qualified to 
do that. 
 
MISS O'ROURKE:  Sir, can I just add to that, I have always understood head of charge 
11 to apply in the clinical sense and you may recall the question that I asked Dr Stimmler 
as to whether the taking of consent was clinical because this was not a trial such as, for 
example, the Northwick Park trial where there was no treatment being given to patients 
but rather you were testing drugs on them.  This was a trial where these children needed 
treatment.  It was a question of which of two types and so therefore those taking consent 
were undertaking a clinical exercise before providing clinical treatment, and so therefore 
I had always understood – and I cannot see any different now even after all the argument 
– that in looking at this in terms of getting consent to treatment then that is a clinical 
matter and it must be informed by what clinicians must do because first and foremost you 
are acting as a paediatrician.  Yes, you have got the added element of the trial and you 
have got to explain that, but the people who are going to give the treatment in the trial are 
clinicians and therefore you must judge how they give consent and how they take consent 
and what information they give and what training they have in the context of the clinical 
skills and clinically what they are going to carry out. 
 
That is why I say Dr Nicholson cannot assist on these.  It is not a question of what was 
said to the Ethics Committee.  It is the point I made on Friday – brave try, Ms Sullivan, to 
try and re-write that head of charge in that way by saying it is what you tell the Ethics 
Committee.  The charge is not phrased in that way.   It is charged about the actual taking 
of the consent and preparing for it and I say that is clinical.  If you need any evidence to 
assist you by way of expert evidence then you need to hear a consultant paediatrician 
saying what you would do bearing in mind what a consultant paediatrician would know 
about the risks or otherwise of CNEP.  
 
THE CHAIRMAN:  Ms Sullivan, perhaps you could help me because I have listened to 
the exchange and, of course, we are going to get legal advice from Mr Forrest in due 
course.  Looking at paragraph 8 of your skeleton argument, I certainly have understood 
that from the way you presented it both as paragraph 8 and in relation to your 
submissions, that the question - if one takes head of charge 11 (a) and (b) as examples of 
this – the question whether the task of taking consent was inappropriately delegated, and 
the question whether there was a failure to provide adequate training by each of these 
doctors in the context of the trial is essentially a matter of clinical good medical practice 
and that what you are suggesting in terms of the admissibility of Dr Nicholson on this 
point is that his clinical knowledge as a doctor as you have described it, supplemented by 
his experience of medical ethics committees, qualifies him as an expert to give evidence 
about those essentially clinical matters. 
 
MS SULLIVAN:  Yes, sir, that is right, that he is qualified for all of those reasons to give 
an opinion about those issues because he has experience on both sides of the fence, so to 
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speak.  
 
THE CHAIRMAN:  What I did not understand that you were intending to ask him, and 
therefore to an extent this is a hypothetical situation simply to evidence, I hope, my 
understanding of the situation, that given subject of course, I know, to what Miss 
O’Rourke has said and Mr Forde as well about not objecting to the totality of his 
evidence but if we take for the moment an acceptance of his expertise in relation to ethics 
committees, I do not understand that you are intending to ask him in relation to charge 11 
that standing above what actually happened in this case as an expert in ethics committees 
to ask him to express an opinion as to whether the ethics committee itself made some 
error here because there was some guidance, rules or whatever applying to ethics 
committees which suggested that they should have enquired more closely into the level of 
delegation and the nature of the training.  I think that was a point Mr Foster was making. 
 
MS SULLIVAN:  Yes.  No, I am not intending to ask him anything about that at all. 
 
THE CHAIRMAN:  No. 
 
MS SULLIVAN:  That is not a criticism of these doctors and could not be. 
 
THE CHAIRMAN:  Unless it were to be suggested that they had somehow been 
complicit with the Ethics Committee in setting up a wholly unethical trial, but I do not 
understand that to have been anything approaching the GMC case. 
 
MS SULLIVAN:  No, that is not the case at all. 
 
THE CHAIRMAN:  So it is as indicated in paragraph 8 that these are essentially clinical 
matters on which you would put forward Dr Nicholson as an expert based on his 
qualifications as a doctor and supplemented by his experience on ethics committees? 
 
MS SULLIVAN:  Yes, that is right, sir.  
 
THE CHAIRMAN:  Thank you very much indeed. Mr Forrest. 
 
THE LEGAL ASSESSOR:  As always this is advice not a direction and the Panel is 
entitled to depart from my advice if it thinks fit. 
 
Just to put into perspective my interchange with Mr Forde, I will give you the advice now 
which I promised him I would give, or which I suggested to him I would give, which is 
that the question you are now being asked to resolve is not a matter of discretion.  It is not 
a matter of deciding whether it would be nice to help out the GMC by filling in some 
lacuna in the evidence or not.  The simple question is whether the further evidence which 
the GMC wish to adduce is or is not admissible.   
 
If it is admissible then, subject to any arguments which may still follow concerning 
whether, for example, appropriate notification, advance notification of the evidence, has 
been given, then you must allow the evidence and it matters not that another witness has 
said something different on the same topic.  That is something which you would then be 
asked and able to take into account at the time when those other submissions which Miss 
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O’Rourke has been promising from an early stage are made. 
 
I am assuming now that the issue raised by Ms Sullivan’s paragraph 2(d) concerning 
taking Dr Nicholson through some score sheets simply to get it into the record, in fact, 
can be resolved otherwise than by a decision of this Panel and so I go to the heart of the 
matter, I hope. 
 
You have been reminded that the usual rule is that matters of opinion do not constitute 
admissible evidence in proceedings such as these.  It is put this way in what I think is still 
the leading text book on evidence, Phipson, at paragraph 33(12), that: 
 

“When the subject is one upon which the Jury” 
 
- that is the Panel in this case –  

“is as capable of forming an opinion as the witness, the reason for the 
admission of such evidence fails and it will be rejected.” 

 
So the expert has to bring something to the party other than his ordinary experience of 
life.  At 33(9) of the same text book it is said that: 
 

“The opinions of skilled witnesses are admissible at common law 
wherever the subject is one upon which competency to form an 
opinion can only be acquired by a course of special study or 
experience.” 

 
There are two types of expertise relied upon in this case, either alternatively or in 
conjunction.  The first is Dr Nicholson’s expertise in ethics and although much has been 
said in denigration of that expertise and there will be cross-examination which will no 
doubt explore that point further, it was accepted for present purposes only that he should 
be allowed to give evidence up to the point at which he was stopped by the present hiatus 
in the proceedings. 
 
The second type of expertise is his medical expertise.  The questions which arise there are 
whether he ever had sufficient expertise, special knowledge of medicine, to assist the 
Panel and, if so, whether he still retains that level of expertise because, of course the fact 
that many years ago I was a family law practitioner would no longer make me an expert 
in family law.  Is his expertise sufficiently up to date to be helpful?  That is a matter for 
decision by the Panel. 
 
No-one has suggested, despite some of the more flamboyant submissions which may have 
been made, that Dr Nicholson is the right person to advise you about the clinical care, 
say, of Patient 6, and those allegations concerning Patient 6 on a particular  occasion were 
examined by Dr Stimmler and fully dealt with. 
 
What is said is that ethics form part of every doctor’s every day life and that Dr 
Nicholson, by virtue of his experience and knowledge as an ethicist, supplemented by his 
medical expertise, can assist you on various matters. 
 
If I can turn to the heads of charge against that background, using that which applies to 
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Dr Spencer, because he is the first to appear on the charge sheet, questions arise now as to 
head of charge 1 and the first issue which arises in respect of that head of charge is what 
does the role of a responsible investigator involve?  The Panel does not know yet, as far 
as I can recall, whether that is a term of art.  It appears on the application form for 
approval which was submitted to the Ethics Committee.  If it is a term of art, if it is a 
standard form of words and a standard post, then the Panel may think that by virtue of his 
experience sitting on ethics committees and subject to all the challenges which can be 
made as to the practice in 1989 as opposed to current practice, then it is my advice that Dr 
Nicholson could be allowed to give evidence on that point. 
 
If it were the case that he were to say that there was even in 1989 a standard method of 
obtaining consent for any form of research then again by virtue of his experience on 
ethics committees, if the Panel takes the view that that is sufficient experience to cover 
this type of trial, he could give evidence concerning how the task should be delegated and 
what results at least the training should be designed to approve. 
 
If he can point to any text book that were to say in a clinical research trial such as this 
there is a maximum number of persons to whom the task of obtaining consent could be 
delegated that would be admissible evidence.  If it is simply, on the other hand, a matter 
of his own experience, of a single ethics committee that would not be proper admissible 
evidence. 
 
It is head of charge 11(c) which may be the most important as to the evidence which he 
can give in respect of head of charge 11.  Mr Foster rightly drew attention to the answer 
which Dr Nicholson gave concerning his expertise concerning reading, digesting and 
understanding medical papers.  It was agrees that there was no reason why the Panel 
should not, and indeed every reason why the Panel should, read the papers which the 
doctor submitted to the Ethics Committee when seeking permission.  It is the 
interpretation of those documents which the GMC wishes to establish through Dr 
Nicholson in support of their case that CNEP had not been shown to be safe.  
 
My advice to you is this.  As someone sitting on ethics committees used to sifting through 
applications it would be perfectly proper and admissible evidence for Dr Nicholson to 
draw the attention of the Panel to the various papers.  It is a much more difficult question 
as to whether he has the expertise to say whether an interpretation of those papers has 
shown CNEP to be safe or not because, for example, if he draws a distinction and says, 
“Oh well, that paper referred to older children, heavier children, not pre term children” 
and so on, the question will then arise can one properly make deductions, inferences from 
that type of child or not and that is really a medical matter, because it is a matter of 
medicine whether the inferences to be drawn from other papers can be safely relied upon 
to show that this is safe. 
 
If the Panel thinks that Dr Nicholson does not have sufficient medical experience to deal 
with this issue then it would not be admissible. His opinion as to whether those papers 
had shown CNEP to be safe would not be admissible and in that respect I need not draw 
your attention to the degree of expertise or otherwise which he is said to have had in 
paediatrics and particularly concerning the newborn. 
 
As to head of charge 11(d) I make similar comments.   If it were a rule of ethics that 
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every patient must have an information leaflet as opposed simply to being shown one 
which is a possible interpretation that the application form itself said would happen  then 
that is a matter upon which Dr Nicholson could give evidence as a result of sitting on 
ethics committees. 
 
Turning to scoring, 12(b), as I understand it, will be dealt with by the admissions or 
otherwise how the evidence is to be put in, the factual evidence.  That leaves 12(d).  It is a 
matter for the Panel as to whether I ever received a satisfactory answer to the question 
whether this raised ethical issues then the Panel must consider whether even though he is 
qualified as an ethicist this case was opened and has been pursued on the basis that ethical 
questions arose in relation to scoring. 
 
If the Panel thinks that nothing that has been said until very recently raises ethical 
questions and that this was a purely statistical question then, of course, on Dr Nicholson’s 
own admission he would defer to a statistician and you have had the evidence of 
Professor Hutton in that respect.  Unless you thought his medical experience gave him 
sufficient knowledge to discuss those matters helpfully in front of the Panel, that would 
not be admissible evidence.  My advice is that merely having read papers does not 
constitute expertise in a matter. Without disrespect, it would otherwise follow that Mrs 
Henshall was perhaps the best expert in the case because she has undoubtedly read a great 
many papers, but I did not understand Ms Sullivan to be saying that simply as a result of 
that answer she relied on Dr Nicholson as an expert and it was indeed either ethical or 
medical expertise on which she relied. 
 
Finally, although the Panel should say what expertise it accepts and may make general 
comments, I still advise against making a blanket embargo on questions related to 
particular matters.  If it is decided in principle, for example, that Dr Nicholson does not 
have sufficient medical qualification to deal with issues, there may still be questions 
related to a particular head of charge which can be raised.  If so, those can be challenged 
at the appropriate time. 
 
Miss O’Rourke raised the possibility of the Panel seeking its own evidence.  May I 
suggest that at this stage at least that be left out of account of your deliberations until the  
matters of principle have been decided.  If necessary further submissions can be made on 
that topic. 
 
Equally, I have advised you as to the admissibility of evidence in the criminal law which 
is the overriding rule in these cases.  There is a catchall, as you will all recall, whereby 
the Panel can go behind the rules of evidence in the interests of justice.  Again, may I 
suggest that me having put that into your mind you now put it out of your mind, at least 
for the present.  If any ruling goes against Ms Sullivan and she still wished to try and use 
that residual power that should be a matter of full argument at a later stage.   
 
There may well be other questions which arise from the Panel or in its deliberations and if 
so, of course, I shall give advice and recall the parties to say what that advice is in public. 
 
MR FOSTER:  Sir, can I just clarify one point in relation to head of charge 12(b).  That is 
head of charge 4(b) as against Dr Samuels.  The admission which we would be able to 
make just relates to the issue of the doubling of the scores for the hemispheres. This is 
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dealt with in 5.2(a) of my skeleton argument.  There would not, as I understand it, be any 
admission from anybody in relation to the wrong interpretation of clinical information. 
 
MS SULLIVAN:  I understand that, but that is not something Dr Nicholson is being 
asked to deal with. 
 
MR FORDE:  Could I make a number of points?  The first is this.  In the course of his 
advice the learned Legal Assessor suggested that you look at the question of whether or 
not Mr Nicholson has medical expertise and that was to be divided in the following way – 
whether he ever had a sufficient level of specialist expertise and whether he retains that 
level of expertise. I have no difficulty with those propositions. 
 
He then went on to say in relation to ethics they are matters of every day life for doctors, 
so I, as you know, advance Dr Stimmler as having the combined experience of clinical 
and ethical, but he went on to say Dr Nicholson’s experience supplemented by medical 
expertise  and I am sure he meant for you to decide the question of medical expertise 
before you dealt with whether it could be supplemented. 
 
THE LEGAL ASSESSOR:   Yes, you are absolutely right.  If that was not clear it should 
be, if, of course, the Panel rules out medical expertise. 
 
MR FORDE:  There is no need to answer the second question. 
 
THE LEGAL ASSESSOR:  Then it is gone for all time. 
 
MR FORDE:  I am trying to simplify the task if need be.   
 
As far as standardisation of Ethics Committee or Panel rules is concerned such evidence 
as we have had thus far is that that did not exist both from Dr Raine and from Mrs 
Cannings.  I have searched in vain for such an assertion in the report of Dr Nicholson in 
terms of any standard approach.  You will recall the evidence was that that came much 
later and I would have thought it sensible, but it is only a tentative suggestion, that if 
there is any further advice that needs to be given, as the case of Nwabueze v The Privy 
Council suggests, that we might want to reconvene before that advice is given rather than 
get it ex post facto because it is a difficult matter and obviously the views on ether side 
are diametrically opposed.  
 
THE LEGAL ASSESSOR:  You will certainly be given the opportunity to comment. We 
are all well aware of that need.  
 
MS SULLIVAN:  Can I just make the point that any expertise that Dr Nicholson may 
have must, of course, relate his ability to speak about the time of the trial, 1990 through to 
1993.  I am sure everybody appreciates that.  
  
THE CHAIRMAN:  Miss O'Rourke, have you got anything you wish to add? 
  
THE LEGAL ASSESSOR:  I agree with everything the Legal Advisor said.  
 
THE CHAIRMAN:  Very well.  We have reached the point now where having heard the 
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submissions and arguments and the legal advice by Mr Forrest that the Panel will now go 
into closed session to consider those arguments  and to make a ruling on the admissibility 
as sought.  It is now quarter past four in the afternoon which means that, certainly so far 
as everybody apart from the Panel is concerned, there is no more to be done by you this 
afternoon.  There is also the question of when we might reconvene tomorrow but if there 
is a possibility of us requiring legal advice in view of the suggestion which has just been 
made and adopted that if we are to get legal advice we should call people in beforehand, 
that would tend to suggest that people should be here and available from 9.30 tomorrow 
morning.  
  
MISS O'ROURKE:  Only, sir, to say that if, in fact, you were going to call us for legal 
advice if you had an idea, and I know that you have not yet retired to discuss it between 
yourself, if you had an idea that you were not going to be able to give a determine until 
two it might be that you could say we are released until two provided we have left our 
mobile phone numbers and are available within 20 or 25 minutes or something of that 
sort.  If people wanted to do other preparational work it is often easier to do it somewhere 
else than the defence lawyer rooms that we have been allocated.  
 
THE CHAIRMAN:  That would certainly be acceptable if it were agreed on all sides that 
it was a matter for lawyers only in that event and it was not necessary, for example, to 
have the doctors or, indeed, Mr and Mrs Henshall here if they were out of the building.  
 
MISS O'ROURKE:  That is what we were thinking about as far as the doctors are 
concerned, that it may well be that they would say that if a point of law arose that we 
could deal with it and a point of legal advice and that therefore they would not need to be 
here sitting around all morning.  So if it was possible to say not before two o'clock but if 
there is a point that arises then the lawyers would get called in and we can come and deal 
with it.   
 
THE CHAIRMAN:  Would you like to discuss that point between yourselves and, Ms 
Sullivan, if Miss Morris could find out if the Henshalls are happy with you dealing with 
it, or if they want to leave a phone number to be within easy access? (Miss Morris took 
instructions)  
 
MS SULLIVAN:  Sir, Mr and Mrs Henshall are happy with the proposal that has just 
been made by Miss O'Rourke.  
 
THE CHAIRMAN:  So provided we have your phone number that is good enough.  
 
MS SULLIVAN:  That is right, yes, I think Mr Henshall might be close by and able to 
come but he is happy with the arrangements.  
 
THE CHAIRMAN:  Thank you very much.  
 
MISS O'ROURKE:  We are all happy with whatever the appropriate time.  Whether you 
say not before two or some other time we are all happy to be within 20 minutes.  
 
THE CHAIRMAN:  Let us say not before two, contactable at reasonable notice in the 
way you have indicated.  
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MR FORDE:  Could I indicate that Dr Spencer will be conducting his clinic and 
apprehends that regardless of your decision if there is any more evidence to be question 
by this witness in chief it will take some part of the afternoon and I suspect that Miss 
O'Rourke will be more than half a day with him in the matters she wishes to put to him.  
So he is quite happy for tomorrow afternoon’s proceedings to continue in his absence if 
that is okay with the Panel? 
  
THE CHAIRMAN:  That is fine.  Thank you very much. 
 
MISS O'ROURKE:  Sir, I can assure the Panel that if Dr Nicholson starts giving evidence 
tomorrow afternoon I will still be cross-examining him come five o’clock.  
 
THE CHAIRMAN:  Very well.  In that case we will adjourn now for the day and the 
Panel will go into closed session and whatever the outcome of the deliberations are we 
will not say not before two o'clock tomorrow afternoon.  
 

STRANGERS, THEN, BY DIRECTION FROM THE CHAIR, WITHDREW  
AND THE PANEL DELIBERATED IN CAMERA 

 
 (The Panel adjourned until 9.30 a.m. on Tuesday, 17 June 2008) 
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STRANGERS HAVING BEEN READMITTED 
 

THE CHAIRMAN:  Good afternoon, everyone.  We continue with the case of  
Drs Spencer, Southall and Samuels.  I recall from what was said yesterday that  
Dr Spencer is not here today, nor I think is Mrs Henshall. 

 
The Panel has reached its determination on the matter of the admissibility of 
Dr Nicholson’s evidence and I am now going to read the Panel’s determination. 

 
D E T E R M I N A T I O N 

 
THE CHAIRMAN:  An issue has arisen regarding the admissibility of the evidence of 
Dr Richard Nicholson, a witness called as an expert on behalf of the General Medical 
Council, on which the Panel has been assisted by the helpful written and oral submissions 
made by Counsel for all the parties. 
 
Ms Sullivan 
Ms Sullivan, you submit that Dr Nicholson has a specialised knowledge and experience 
qualifying him to speak on the issue of clinical trials, namely that he is a qualified 
medical doctor with experience of paediatrics to Registrar level supplemented by many 
years of work in and experience of Research Ethics Committees. 
 
You submit that Dr Nicholson is, by reason of his study, medical qualification and 
experience, able to give expert evidence as to the appropriate duties and standards to be 
applied in medical trials and in particular to the consent taking procedures and scoring 
methods appropriate for use in such trials. 
 
You also submit that Dr Nicholson would be invited in evidence to assess the medical 
literature and to give an opinion whether or not the representation made in the Parent 
Information Leaflet was appropriate and accurate. You also submit that he is well 
qualified to give evidence on this subject as he has experience of paediatrics and 
considerable experience of evaluating the appropriateness of consenting processes in 
medical trials including the assessment of Parent Information Leaflets.  You submit that 
by dint of his knowledge and experience of clinical trials he is particularly well qualified 
to correlate the findings of the medical literature to the representation made in the Parent 
Information Leaflet in order to give expert evidence as to whether that representation in 
the parent information leaflet was, in the circumstances of this particular trial, appropriate 
and accurate. 
 
Mr Forde, Miss O’Rourke and Mr Foster, the Panel has given detailed consideration to 
your objections made on behalf of Dr Spencer, Dr Southall and Dr Samuels. 
 
Mr Forde 
Mr Forde, you submit that Dr Nicholson, who has been called by the GMC as an expert 
witness owes a duty to this Panel not to express a personal view which, if non-expert, 
would be inadmissible, but a view “both objective and dispassionate and grounded in a 
truly expert view which is purely objective.”  This is encapsulated by the codes governing 
expert witnesses in the civil and criminal law.  Rule 35.3 of the Civil Procedure Rules 
makes it clear that the overriding duty of any expert is to assist the court on matters 
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within his expertise.  The practice direction also emphasises this and requires an expert to 
indicate when a matter is outside his expertise. 
 
You submit that, “Dr Nicholson offends against these principles because: 
 

• He is not a clinician; 
• He has never been a local investigator; 
• He has never submitted an application for ethical approval; 
• He has never reported an adverse incident to a LREC; 
• He has never applied for ethical approval for a randomised trial; 
• He has never trained medical staff in consenting for a randomised trial; 
• He has never considered when a modification to a trial should be communicated 

to a LREC; 
• He has never devised a scoring system for a trial; 
• He has never written a patient information sheet; 
• He has never considered any of the matters contained in paragraph 21 of the 

Notice of Inquiry from a clinical perspective; 
• A stark example is that he cannot possibly assist the Panel as to whether or not 

any action on the part of these practitioners could bring a profession, of which he 
is not a member, into disrepute.” 

 
You submit that it is trite law as demonstrated by the case of Sansom and Anor v Metcalfe 
Hambleton & Co. that an expert must be an expert.  You submit that, in essence,  
Dr Spencer is entitled to be judged by reference to the ordinary skilled man exercising the 
same skill as him.  You further submit that Dr Nicholson has not for some time exercised 
the skills of a medical practitioner and that at best he could possibly give expert evidence 
against a member of an Ethics Committee. There is no rational or legal basis for  
Dr Nicholson to assist the Panel with his view of the medical literature from the point of 
view of an ethicist rather than a practitioner and that a retrospective trawl through the 
literature is not reflective of that which these practitioners did at the time. 
 
Mr Foster, you submit that the basic rule is that evidence of opinion is inadmissible. 
There is one exception: such evidence can be admitted if the opinion comes from a duly 
qualified expert.  You referred to the cases of Sansom v Metcalfe Hambleton & Co. 
[1998] PNLR 542 (CA), Worboys v Acme Investments Ltd [1969] 4 BLR 133 and 
Investors in Industry Ltd  v South Bedfordshire DC [1986] 1 All ER 787.  You submit 
that it is clear from the above authorities that a court should be slow to find a 
professionally qualified man guilty of a breach of his duty of skill and care without 
evidence from those within the same profession as to the standard expected on the facts of 
the case and the failure of the professionally qualified man to measure up to that standard. 
 
You submit that Dr Nicholson does not give admissible evidence on any allegation faced 
by your client, Dr Samuels.  Dr Nicholson is not a clinician, still less is he a paediatrician, 
and therefore he is not entitled to give opinion evidence on any clinical matters.  
Dr Nicholson is entitled to give opinion evidence on the standard expected of Ethics 
Committees and on what Ethics Committees are entitled to expect from applicants. 
However, no such issues arise in this case. 
 
In relation to the allegations, you submit that Dr Nicholson has never been a trial 
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administrator and he therefore cannot comment on the standard to be expected of a trial 
administrator.  You submit that Dr Nicholson has no experience of taking consent in the 
context of a trial and that what amounts to appropriate delegation is a clinical matter.  It is 
an issue that Dr Nicholson has never had to deal with, as is the training of medical staff, 
which you submit is something on which only clinicians can properly comment.  In 
relation to the alleged failure to ensure that every parent had a copy of the parental 
information leaflet, you submit that there are two elements to this.  The first is factual: did 
every parent have a copy of the leaflet?  The second is clinical (because of the use of the 
word “failed”): had the staff doing the consenting been told in an adequate way that they 
should hand out the leaflet?  You submit that Dr Nicholson cannot contribute to the 
resolution of either part of this allegation.  In relation to scoring, you submit that it has 
never been suggested that the failures alleged denote any ethical failure at all.  They have 
always been presented as methodological failures.  You submit that Dr Nicholson has 
expressly acknowledged that he is not competent to comment on statistical matters.  In 
relation to allegation 6, whether the conduct of a paediatrician fell short of that expected, 
you submit that Dr Nicholson has nothing admissible to say on the matter. 
 
Miss O’Rourke 
Miss O’Rourke, you submit that you are in disagreement with Ms Sullivan in three 
respects only.  Firstly, what is meant by study; secondly, the experience that Dr 
Nicholson has; and thirdly, in respect of the relevance of the medical literature which the 
Panel has looked at in respect of allegation 11(c). 
 
In relation to the question of study, qualification and experience, you referred the Panel to 
R v Bonython [1984] and to extracts from the judgment which are set out in Archbold at 
10-65: 
 

“The first question is whether the subject matter of the opinion falls 
within the class of subjects upon which expert testimony is 
permissible.” 

 
This in turn raises two matters for consideration: 
 

“(a) Whether the subject matter of the opinion is such that a person 
without instruction or experience in the area of knowledge or human 
experience would be able to form a sound judgement on the matter 
without the assistance of witnesses possessing special knowledge or 
experience in the area. 

 
(b) … whether the subject matter of the opinion forms part of a body 
of knowledge or experience which is sufficiently organised or 
recognised to be accepted as a reliable body of knowledge or 
experience”. 

 
The next part of the judgment reads: 
 

“The second question is whether the witness has acquired by study 
or experience sufficient knowledge of the subject to render his 
opinion of value in resolving the issues before the court”. 
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You submit that, in the context of this case, the question, for example, whether CNEP is 
safe is one which a person who has not been instructed in paediatrics or indeed in CNEP, 
or who has no experience of paediatrics or CNEP, would not be able to answer without 
the assistance of someone who does have that special knowledge and experience. 
 
You submit that “Dr Nicholson does not have the formal qualification, the best he has is a 
Diploma in Child Health.  He has nothing relating to neonatology.  He has no higher 
paediatric qualification.  He has a basic medical degree.  We are not into the formal 
qualifications as defined in that judgment.”  On the question of experience, you submit 
that, “He has not got that.  There is no evidence before you that he has ever worked in 
neonatology, even at senior house officer level. ... That is not going to indicate to us that 
he has got qualifications dependent upon experience.”  In relation to “informal studies”, 
you submit that he may have read a number of articles, but he has not undertaken any 
recognised course of study.  You strongly disagree with what Ms Sullivan says in terms 
of him being well qualified and experienced as he has no more than a basic medical 
degree, which he obtained very many years ago and that, effectively for the last 23 years 
at least, he has not, on his own evidence, been working as a doctor. 
 
In relation to your third point, the medical literature, you disagree with Ms Sullivan’s 
suggestion that Dr Nicholson can give evidence on the medical literature. You submit that 
the statement that CNEP had been demonstrated to be safe is a statement made by 
paediatricians, they being Dr Southall, at the time a consultant paediatrician, Dr Samuels, 
at the time a lecturer in paediatrics, and Dr Raine, at the time a research fellow in 
paediatrics. These are the people involved in the parental information leaflet.  You submit 
that in their opinion it had been demonstrated to be safe as a result of what they 
themselves had read and a result of what they themselves had experienced and that they, 
unlike Dr Nicholson, are therefore qualified to give evidence about it. 
 
You concluded your submission by stating that you do not recognise Dr Nicholson’s 
expertise in any respect and that “the outstanding heads of charge that he is now about to 
address are either matters of fact, matters for which you do not need expertise but, if they 
do fall within the Bonython test, then he is not your man.”  
 
Legal Assessor’s Advice 
The Panel has accepted the advice given by the Legal Assessor, who advised that the 
usual rule is that matters of opinion do not constitute admissible evidence in proceedings 
such as these.  It is put this way in Phipson, at paragraph 33-12: 
 

“When the subject is one upon which the Jury” 
 
– that is the Panel in this case – 
 

“is as capable of forming an opinion as the witness, the reason for 
the admission of such evidence fails and it will be rejected.” 

 
At 33-9 of the same textbook it is said:  
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“The opinions of skilled witnesses are admissible at common law 
wherever the subject is one upon which competency to form an 
opinion can only be acquired by a course of special study or 
experience.” 

 
There are two types of expertise relied upon in this case, either alternatively or in 
conjunction.  The first is Dr Nicholson’s expertise in ethics, and it was accepted for 
present purposes only that he should be allowed to give evidence up to the point at which 
he was stopped. The second type of expertise is his medical expertise.  The questions 
which arise are whether he ever had sufficient expertise, that is specialist knowledge of 
medicine, to assist the Panel and, if so, whether he still retains that level of expertise. 
 
Ms Sullivan subsequently clarified and it was accepted that what was in issue was  
Dr Nicholson’s ability to speak about the time of the CNEP trial. 
 
The Legal Assessor then gave detailed advice on the admissibility of Dr Nicholson’s 
evidence in relation to the outstanding allegations.  He concluded his advice by stating 
that “although the Panel should say what expertise it accepts and may make general 
comments, I still advise against making a blanket embargo on questions related to 
particular matters.  If it is decided in principle, for example, that Dr Nicholson does not 
have sufficient medical qualification to deal with issues, there may still be questions 
related to a particular head of charge which can be raised.  If so, those can be challenged 
at the appropriate time.” 
 
Panel’s Decision 
The Panel has in mind the two essential questions affecting the admissibility of expert 
evidence.  First, whether evidence is required to furnish information that is likely to be 
outside the experience and knowledge of the Panel and, secondly, whether the witness 
from whom such information is to be elicited has acquired by study or experience 
sufficient knowledge of the subject matter to render his opinion of value in resolving the 
issues before the Panel.  In this context, the Panel considers that “study or experience” 
necessarily involves a level of dedicated academic and/or practical application, although 
qualification as an expert does not require personal experience of every facet of the 
subject in question. 
 
The Panel notes that Dr Nicholson has already given evidence in relation to allegations 3, 
6, 7, 8 and 9 against Dr Spencer and Dr Southall on the basis that he is sufficiently 
qualified by his experience on Ethics Committees and his study to give expert evidence 
on matters of medical ethics.  For present purposes, the Panel assumes that if any relevant 
issues of medical ethics were to be raised in relation to allegations 11, 12 and 21 against 
Dr Spencer, 11, 12 and 14 against Dr Southall or allegations 3, 4 and 6 against  
Dr Samuels, Dr Nicholson would continue to be regarded as qualified to give expert 
evidence on those issues.  The Panel recognises, however, that his level of expertise, if 
any, remains in dispute. 
 
In relation to Dr Nicholson’s clinical experience, the Panel notes that he qualified as a 
doctor in 1974 and obtained a Diploma in Child Health in 1977.  His curriculum vitae 
contains no information about his clinical practice but he told the Panel in evidence that 
between 1975 and 1984 “for the most part I was doing hospital jobs to begin with in 
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paediatrics. I also was a Registrar in paediatric audiology.  I then spent three years as part 
time clinical medical officer, while also being a Leverhulme Research Fellow running a 
working party looking at ethics research with children.”  Ms Sullivan submits that his 
clinical experience is supplemented by his experience on medical Ethics Committees.  
She relies on his work over many years in assessing and recommending the approval or 
rejection of consent procedures in medical trials and evaluating appropriate methods of 
scoring. 
 
In deciding the question of the admissibility of Dr Nicholson’s evidence, the Panel has 
determined that, having regard to the level at which he practised and the time that has 
elapsed since he last had any clinical responsibilities, he does not have sufficient 
knowledge and experience such as would qualify him to give expert medical evidence 
insofar as such issues may arise under allegations 11 and 12 (Dr Spencer and Dr Southall) 
or 3 and 4 (Dr Samuels).  The Panel has also determined that Dr Nicholson has not 
demonstrated a level of knowledge and experience sufficient to qualify him to give expert 
evidence about statistics. 
 
Taking account of the areas of questioning which Ms Sullivan identified in her written 
submission, the Panel extends the following observations.  It appears that Dr Nicholson 
can legitimately be asked about the role and responsibilities of a responsible investigator 
and an administrator in clinical trials.  As to whether the taking of consent was 
inappropriately delegated and the training for taking consent was inadequate, the Panel 
considers that any evidence sought to be elicited from Dr Nicholson should be limited to 
ethical issues, for example, whether at the time of the CNEP trial application Ethics 
Committees had any role in giving guidance on the detail of the consent-taking process. 
As to whether there was a misrepresentation within the Parental Information Leaflet that 
the technique had been shown to be safe, the Panel considers that safety is a matter of 
medical judgement and expertise.  As to the method of scoring, the Panel considers, 
having regard to the case of Sansom and Anor v Metcalfe Hambleton & Co, that  
Dr Nicholson’s area of expertise is not apt to qualify him to deal with statistics. 
 
The Panel now invites Ms Sullivan to complete her examination in chief of  
Dr Nicholson. 
 
MS SULLIVAN:  I think we would all appreciate a few moments, sir, to have a look at 
what you have said and consider it so that we can hopefully agree the areas between 
ourselves.  
 
THE CHAIRMAN:  Yes.  Would you like until quarter past three to do that? 
  
MISS O'ROURKE:  Sir, I would say yes because I would quite like to talk Ms Sullivan 
about the very last point you made that he is not to deal with statistics.  In his report it is 
not quite the statistics that he deals with in scoring and I want to find out if she is going to 
ask him questions about scoring and what they are.  So until quarter past three would be 
very good.  
 
THE CHAIRMAN:  We will rise and return at quarter past three.  
 

(The Panel adjourned for a short time) 
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THE CHAIRMAN:  Ms Sullivan?  
 
MS SULLIVAN:  Sir, thank you.  Just to indicate the stage that we have reached. Having 
spoken briefly to my learned friends we are all of the view that Dr Nicholson should be 
shown your determination prior to continuing his evidence so that he understands the 
ambit of the expertise which is, on the face of it, accepted by you.  So we wanted that put 
on the record because obviously that is not a usual course to take for someone who is in 
the middle of giving his evidence.  So that is the first point.  
 
MR FORDE:  We do all agree that, sir.  
 
MS SULLIVAN:  The second point is this, sir, you are being invited again by all of us to 
make a determination about the admissibility of Dr Nicholson’s evidence not just under 
criminal proceedings but also under the relevant rule, Rule 50 of the 1988 Conduct 
Committee Rules which are applicable to this case and if I could just read that into the 
records, sir, so that you know what it says. Rule 50(1) says: 
 

“50.—(1) The Professional Conduct Committee may receive oral, 
documentary or other evidence of any fact or matter which appears 
to them relevant to the inquiry into the case before them: 
Provided that, where any fact or matter is tendered as evidence 
which would not be admissible as such if the proceedings were 
criminal proceedings in England, the Committee shall not receive it 
unless, after consultation with the legal assessor, they are satisfied 
that their duty of making due inquiry into the case before them 
makes its reception desirable.” 

 
So, therefore, sir, that rule gives you power to admit evidence even if it is not admissible 
in criminal proceedings and so, therefore, there would be power to admit the evidence of 
Dr Nicholson on such medical matters as are outstanding under that rule on the basis that 
you are making due inquiry into the case and therefore that its reception is desirable.   
 
So, sir, we are all inviting you to consider exercising, or not exercising as the defence 
would say, that rule in this case because it is clearly a power that you have and one that 
should be considered in this context.   
 
MR FORDE:  Sir, I think I can be a lot briefer than I was on the main issue.  You have 
reached a reasoned determination in relation to the status of Mr Nicholson and it is my 
submission that the determination is cogent and correct and it is just as applicable to the 
application that has just been made by my learned friend.   
 
It is right, however, to remind you that you do have a general power as set out in Rule 
50(1) and the second paragraph there of.  You consult your Legal Assessor and then you 
have to satisfy yourself that your duty of making due inquiry into the case makes the 
reception of what would otherwise be inadmissible in criminal law admissible in these 
proceedings.  
 
The submission I made yesterday in relation to the evidence you have had in the course of 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D26/8 

Transcribe UK 
VRS Ltd 

01889 270708 
 

this inquiry becomes, in my submission, even more relevant if you are considering the 
exercise of this power.  You have had evidence from a senior qualified paediatrician, Dr 
Stimmler, who has experience of conducting trials or being involved in trials, although 
perhaps not randomised trials.  That experience has not been brought into question by any 
of us.  He certainly, looking at paragraph 16 of the charges my client faces, has the 
relevant experience in relation to clinical matters and you will remember the debate about 
hypoxia.  Similarly, the desirability of commissioning an ultrasound, he gave you 
evidence on that, that is my paragraphs 18, 19 and 20 and in relation to paragraph 11 he 
has given you clear evidence based upon expertise as to the proper methodology in 
relation to delegation, training, matters of that sort.  The patient information sheet he 
thought was excellent.  You have also heard from Dr Raine in a capacity, not as an 
expert, but as a factual witness as to what happened with the Queen Charlotte’s form.  So 
you have had ample evidence, in my submission, which should satisfy you that is 
sufficient for this to be regarded as due inquiry into the charge that these doctors ace face. 
 There is no need for you to exercise your power in a generalised way to allow the 
admission of this evidence.  
 
I do concede, I hope properly, that there might come a stage (and at the moment we are 
operating in something of a vacuum because we have not discussed the areas that Ms 
Sullivan wishes to explore with Mr Nicholson) that either by agreement we allow 
questioning on the lines of matters which would otherwise be inadmissible but we 
indicate to you that there is a mutual non-aggression pact in relation to that question, or 
you could properly, in the same way as I know you are keeping the abuse of process 
application by reason of delay under constant review, review a special area, or a specific 
question.  So there may be an area that Ms Sullivan wishes to explore on instructions 
which we argue it is not admissible but you may feel that that is an area which would 
assist your making of due inquiry.  So I am not suggesting that any ruling now would 
bind you in respect of all areas and all questions but I think Ms Sullivan wishes you to 
make a ruling based upon the generalities of the case at this stage.  
  
MISS O'ROURKE:  Sir, three points.  Firstly, it is right that Ms Sullivan invites you to 
consider it under Rule 50(1) and I agree to that being done.  Apart from anything else less 
this matter go elsewhere it is only right that it should be said that you looked at all powers 
available to you in respect of this evidence.   
 
Secondly, in terms of rule 50(1) itself it is my submission and, indeed, my own 
experience over many years that it is principally aimed at facts.  The words are “…facts 
and matters...” but it is principally aimed at facts and is looking at the question where you 
have got a key piece of evidence which you otherwise would not be able to adduce, a key 
document or a key statement made by somebody and in the interests of justice, and 
sometimes that due inquiry can go either way, it can go on the side of the practitioner or 
on the side of the Council, that it is important that you have that material made available 
to you.   
 
Sir, that brings me to my third point.  I would say that it would be very rare indeed 
therefore that that particular sub-rule would be used where you are talking about expert 
evidence because you can find another way to admit it.  In other words, here what has 
caused the evidence of Dr Nicholson to be shut out is your determination that he is not 
sufficiently expert in medical matters or in statistical matters.  The answer to that is you 
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get your expert evidence somewhere else.  It is not like what I say Rule 50(1) is 
principally aimed at; evidence that could not otherwise be brought before the inquiry and 
the point I make is this, if they wanted medical expert evidence on CNEP, if and in so far 
as they do not already have it from Dr Stimmler, they could have got somebody who 
would have satisfied your test of sufficient medical expertise to give that evidence and if 
they wanted it in statistical terms then they could have satisfied the test for bringing 
somebody who was suitably qualified as a principle investigator or administrator to do it. 
 They have had enough notice of that because the issue of Dr Nicholson’s expertise has 
been obvious from day one of this inquiry and we are now on day 25 or day 26.  So they 
have had enough warning and, indeed, they had warning even before then.  
 
So, sir, I say right to make the application, right you should consider it.  Really this is not 
the type of evidence that falls within it but if it was in the exercise of your discretion you 
should say no and you should say no because they could have got an appropriate expert 
and it is too late to do so now and so you should rule that the evidence will not be 
admitted.  
 
MR FOSTER:  Sir, I agree with and adopt the arguments of my two my learned friends 
on this side of the room.  One further point, you decided on the application made 
previously on the grounds of rules which have evolved over centuries to produce a just 
result.  It would be very unusual if your duty of making due inquiry into the case made 
desirable the reception of evidence which would be inadmissible according to those rules 
which have been designed to ensure fairness.  
  
THE CHAIRMAN:  Thank you.  Ms Sullivan, is there anything more you want to say?  
 
MS SULLIVAN:  No, thank you, sir.  
 
THE CHAIRMAN:  We seem to be in a situation where clearly the power and the 
discretion which the Panel has under rule 50 is there.  Indeed, I think passing reference 
was made to it in the course of the discussion which was held yesterday afternoon that 
obviously I think it would have been wrong for the Panel to have purported to have 
addressed that question in the ruling we have made without the parties having had the 
opportunity to make representations about it.  You having very properly drawn it to our 
attention, as I understand the position, what is being suggested to the panel is that we 
should now give consideration to that discretionary power taking into account all the 
points which were made yesterday in support of the principle application on admissibility 
supplemented by whatever additional points have just been made today? 
 
MS SULLIVAN:  That is right, sir.  In the meantime, I obviously need to take 
instructions as to what course I wish to ask you to take thereafter and also to speak to my 
learned friends with a view possibly to being able to agree the ambit of any future 
questions. 
 
THE CHAIRMAN:  Very well.  Rule 50 requires us to consult with the Legal Assessor. 
 
THE LEGAL ASSESSOR:  I wonder, sir, whether I might extend the invitation or at least 
tempt Ms Sullivan a little further into the arena.  Before I advise the Panel, I am trying to 
sort out in my own mind what the status of the evidence would be if it were adduced, 
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clearly the Panel having decided that the witness lacks a relevant expertise and could no 
longer be treated as an expert. 
 
MS SULLIVAN:  I would agree with that. 
 
THE LEGAL ASSESSOR:  On the other hand, I imagine you would say that he is, 
putting it at its lowest, an informed layman. 
 
MS SULLIVAN:  Yes and, consistent with the obligation to make due inquiry into the 
issues in this case, namely the CNEP trial, the safety of which is very much obviously a 
concern of the Henshalls, this is something that Dr Nicholson could assist the Panel with 
albeit not with the status of an expert. 
 
THE LEGAL ASSESSOR:  Oddly, I can see a very good argument if the Panel had ruled 
against him as an ethicist but upheld his expertise as a medical man as to why an 
informed layman can bring another point of view to the ethical argument and it might be 
helpful to the Panel to have that other point of view.  Why would it advance the interests 
of justice to have the views, albeit of an informed layman, in the face of the expert 
evidence which has already been given and accepted I think I am right in saying by all 
except Miss O’Rourke as expert? 
 
MS SULLIVAN:  Dr Nicholson, for example, in relation to the articles that were relied 
on to support the application for the trial would be able to tell the Panel what they are 
about, what particular group was looked at, for example.  So, without straying perhaps 
into the medical question as the Panel had ruled it to be of whether it actually was safe as 
a technique, he can give evidence of what the trials purported to investigate and whether 
there were any distinctions, for example, between those trials. 
 
THE LEGAL ASSESSOR:  That is what worries me because then is that not the 
equivalent of leading the Panel into the wilderness and leaving them without a guide 
because distinctions are identified but then the witness cannot tell the Panel the medical 
importance of the distinctions? 
 
MS SULLIVAN:  It might be the case that the distinctions perhaps speak for themselves 
and that an inference could be safely drawn by the Panel from those distinctions not as to 
whether it is in fact safe but whether it is evidence to support that it was. 
 
THE LEGAL ASSESSOR:  Thank you.  Sir, the relevant rule has been read out to the 
Panel and I do not repeat it.  The Panel will be well familiar with the concept of making 
due inquiry.  This is a case which is different from a civil claim between two people.  It is 
different in some respects from a criminal case between the Crown and an individual and 
there is a public interest in resolving the issues in this case in a just fashion.  On the other 
hand, that does not mean that this hearing should be turned into the public inquiry which 
Mr Forde has so often said it should not be.  I would not wish it to be thought because I 
introduced the possibility of this application in my legal advice yesterday that I was 
encouraging the Panel either to allow the application or to disallow the application.  In 
the end, it falls foursquare within the remit of the Panel to decide what is desirable in the 
interests of justice.  It is in order to assist the Panel with that that I try to explore with 
Ms Sullivan what might be the merits of allowing in this evidence having heard that it is, 
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as I say, entirely within your remit to decide whether that makes the admission of the 
evidence desirable in the interests of justice.  
 
THE CHAIRMAN:  Thank you.  Are there any matters arising out of the advice? 
 
MR FORDE:  Just one, sir.  If you were to accede to the application, we would be very 
much assisted if you could give us reasonably detailed reasons.  That would then help 
inform us in relation to any questions that might be asked against that background.  It is 
ultimately a judgment for the Panel and I think that we all accept that. 
 
THE LEGAL ASSESSOR:  You have reminded me that I should have said that, if there is 
to be a ruling, as with the previous ruling, it should be a ruling in principle since, as has 
been pointed out, there may still be questions which could be asked but the background 
will be made clear and guidance given. 
 
THE CHAIRMAN:  The Panel will need to consider the position in relation to rule 50 of 
the 1988 rules.  We will go back into closed session to consider that.  Realistically, we 
will not be in a position to make a determination and give reasons for it until tomorrow.  
 
MS SULLIVAN:  Sir, I was going to ask in any event that you perhaps indicate that we 
were not going to sit again today because I think that the time could be usefully spent by 
us in hopefully forwarding these matters. 
 
THE CHAIRMAN:  Yes, I am certainly prepared to give that indication.  That is the easy 
one.  The more difficult one is when we reconvene tomorrow.  Again, I think since this 
needs to be a reasoned consideration and settling the reasons and putting them into a form 
of determination which needs to be read takes time in addition to considering the issues, 
if I were to say not before 10.30 tomorrow morning …? 
 
MS SULLIVAN:  Thank you. 
 
THE CHAIRMAN:  The Panel will now consider the position under rule 50 and we will 
adjourn the proceedings today not to resume before 10.30 tomorrow morning. 
 

STRANGERS THEN, BY DIRECTION FROM THE CHAIR, WITHDREW 
AND THE PANEL DELIBERATED IN CAMERA 

 
(The Panel adjourned until 9.30 a.m. on Wednesday, 18 June 2008) 

 
 
 
 



 
GENERAL MEDICAL COUNCIL 

 
FITNESS TO PRACTISE PANEL 

(applying the General Medical Council’s Preliminary Proceedings Committee 
and Professional Conduct Committee (Procedure) Rules 1988) 

 
On: 

Wednesday, 18 June 2008 
 

Held at: 
St James’s Buildings 

79 Oxford Street 
Manchester M1 6FQ 

 
 

Case of: 
 

STEPHEN ANDREW SPENCER BM BS 1976 University of Nottingham 
Registration No: 2305893 

DAVID PATRICK SOUTHALL MB BS 1971 University of London 
Registration No: 1491739 

MARTIN PHILIP SAMUELS MB BS 1981 University of London 
Registration No: 2732178 

(Day Twenty-Seven) 
 

Panel Members: 
Mr D Kyle (Chairman) 

Mrs V Brickley 
Mrs S Hollingworth 

Dr T Okitikpi 
Dr M Sheldon 

Mr A Forrest (Legal Assessor) 
-------------------------------------- 

 
MR M FORDE, Queen’s Counsel, instructed by RadcliffesLeBrasseur, Solicitors, 
appeared on behalf of Dr Spencer. 
 
MISS M O’ROURKE, Counsel, instructed by Hempsons, Solicitors, appeared on behalf 
of Dr Southall. 
 
MR C FOSTER, Counsel, instructed by RadcliffesLeBrasseur, Solicitors, appeared on 
behalf of Dr Samuels. 
 
MS J SULLIVAN, Counsel, instructed by Eversheds, Solicitors, appeared on behalf of 
the General Medical Council and the Complainants, Mr and Mrs C Henshall. 

 
-------------------------------------- 

 
Transcript of the shorthand notes of 

Transcribe UK Verbatim Reporting Services Ltd 
Tel No:  01889 270708 

 
-------------------------------------- 



 
INDEX 

 
Page 

 
FITNESS TO PRACTISE 

 
  DETERMINATION re Rule 50(1) application    1 

 
  NICHOLSON, Richard Hugh, recalled 
   Examination by MS SULLIVAN (continued)   2  
 
  APPLICATION  by MS SULLIVAN  

re reconsideration of decision        6 
 
SUBMISSIONS by MR FORDE     10 
 
SUBMISSIONS by MISS O’ROURKE    10 
 
SUBMISSIONS by MR FOSTER     11 
 
LEGAL ASSESSOR’S ADVICE     11 

 
  DETERMINATION       12 
 
  NICHOLSON, Richard Hugh, recalled 
   Examination by MS SULLIVAN (continued)  13 
   
  DISCUSSION re timetable      18 
    

-------------------------- 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D27/1 

Transcribe UK 
VRS Ltd 

01889 270708 
 

(The Panel continued to deliberate in camera) 
 

STRANGERS HAVING BEEN READMITTED 
 

THE CHAIRMAN:  Good morning, everyone.  We continue with the case of Dr Spencer, 
Dr Southall and Dr Samuels.   
 
I will start the day by - I am sorry, Ms Sullivan.  I was saying I would start the day by 
reading the Panel’s determination on the point under Rule 50.  
 
MS SULLIVAN:  Yes, sir.  I just wanted to say thank you for the time that we have been 
allowed.  It has been useful.  
 

D E T E R M I N A T I O N 
 
THE CHAIRMAN:  Ms Sullivan, you have invited the Panel to consider whether to 
receive certain evidence from Dr Nicholson under Rule 50(1) of the General Medical 
Council Preliminary Proceedings Committee and Professional Conduct Committee 
(Procedure) Rules 1988 (the Rules).  In its earlier determination, the Panel decided that 
this evidence would not be admissible were these to be criminal proceedings because of 
Dr Nicholson’s lack of expertise in medical and statistical matters.   
 
The Panel has had regard to Rule 50(1) of the Rules, which states:   
 

“50.  (1)  The Professional Conduct Committee may receive oral, 
documentary or other evidence of any fact or matter which appears 
to them relevant to the inquiry into the case before them:   
 
Provided that, where any fact or matter is tendered as evidence 
which would not be admissible as such if the proceedings were 
criminal proceedings in England, the Committee shall not receive it 
unless, after consultation with the legal assessor, they are satisfied 
that their duty of making due inquiry into the case before them 
makes its reception desirable.”   

 
You have submitted to the Panel that it should consider the use of its general power to 
receive this evidence having regard to its duty to make due inquiry into the case before it. 
  
The Panel has considered the submissions made by Mr Forde, Miss O’Rourke and  
Mr Foster acting on behalf of Drs Spencer, Southall and Samuels.  Mr Foster submits that 
the rules of evidence have evolved in order to ensure that justice is done.  They all submit 
that, in light of the Panel’s decision that Dr Nicholson is not qualified to give expert 
evidence on clinical and statistical matters, his opinion would not be of assistance to the 
Panel if received under Rule 50(1).   
 
You accepted that, if the evidence were to be received, it would simply be the opinion of  
a lay person, albeit an informed one.   
 
The Legal Assessor reminded the Panel of its duty to make due inquiry into the case and 
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advised that it was a matter entirely for the Panel whether it was desirable for them to 
receive the evidence.   
 
The Panel has carefully considered all the submissions.  The Panel has considered its duty 
to act in the public interest in making due inquiry into matters that come before it and to 
act in the interests of justice.  The Panel also has in mind that the areas of questioning 
which you might wish to cover with Dr Nicholson touch on significant aspects of the 
allegations against each of the three doctors.   
 
The Panel has already determined in the determination announced yesterday that it does 
not consider Dr Nicholson to have sufficient knowledge and experience such as would 
qualify him to give expert medical or statistical evidence.  It has already heard evidence 
from a consultant emeritus paediatrician and a professor of statistics.  The Panel has in 
mind that, in discharging its duty to make due inquiry, it must have regard to the interests 
of justice and fairness to all the parties.  On any view, the evidence which might be 
canvassed from Dr Nicholson on the basis suggested would carry very little weight and 
might introduce the risk of injustice.  In these circumstances, it does not consider that it 
would be of assistance to hear non-expert opinion on these matters.  It follows that the 
Panel’s duty to make due inquiry does not make it desirable to receive such evidence. 
 
The Panel has therefore decided not to apply the proviso to Rule 50(1) of the Rules. 
 
Accordingly, your further questions should proceed in accordance with the Panel’s 
previous determination.  
 
MS SULLIVAN:  Thank you, sir.  Sir, Dr Nicholson is here to resume his evidence.  
 
THE CHAIRMAN:  Thank you.  Good morning, Dr Nicholson.  Please sit down and 
make yourself comfortable.  I remind you that you are still on oath.  
 

RICHARD HUGH NICHOLSON, recalled 
Examination by MS SULLIVAN, continued 

 
Q Sir, I am going to ask something that you, the Panel, may not be expecting me to 
ask at this stage but my learned friends know I am going to ask it, so there is no need to 
worry about it.  (To the witness) Dr Nicholson, it is just this:  I think you wanted to 
indicate to the Panel that you had done some neonatology?  
A Yes, I did not put it in specifics in my CV because I knew I was not being called 
as a medical expert but, yes, I spent six months doing neonatal intensive care at 
Birmingham Maternity Hospital.  I did a long locum at Queen Charlotte’s after that and 
while I was clinical medical officer I covered the London hospital unit at night at times.  
 
Q Can you just indicate when that was in terms of years?  
A Between 1979 and 1983.  
 
Q At what level?  
A SHO.  
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Q Thank you.  I want to turn now to some further matters, Dr Nicholson.  The first 
I would like your assistance with is this:  can you help us as to the role of a responsible 
investigator in a clinical trial?  
A That is an extremely broad question.  Would you care to be slightly more specific? 
  
Q What responsibilities does an investigator have?  Can you identify those?   
A If the responsible investigator is also a clinician and responsible for the clinical 
care of the patients who are going to be part of the trial, then the responsible investigator 
has responsibility for absolutely everything to do with the care of that patient, both 
normal care and care within the trial.   
 
The responsible investigator is clearly going to be responsible for the care and safety of 
anybody entered into the trial.  They are going to be responsible for the quality of the data 
that is obtained.  They will be responsible for ensuring that the study is conducted within 
accepted ethical standards and that they follow any advice received from the Research 
Ethics Committee.  They will be responsible for ensuring that the results are written up 
accurately and, if at all possible, published in a timely fashion.  
 
Q You talk of accepted ethical standards.  What standards were there at the time of 
the CNEP trial?  So we are talking about 1990 through to 1993.   
A The minimal standards are those set out in the various guidelines to which I have 
drawn your attention.  Guidelines are not there to set the highest possible ethical standard. 
They are there to, in a sense, suggest what is the lowest common denominator, because 
the duty remains upon the doctor himself who is undertaking the research to consider 
what the ethical standards should be for that particular research by reference to ethicists, 
to other experts, to what is in the literature and by reference to the guidelines as 
minimum.   
 
The responsibility remains, though, with the investigator for ensuring that the research is 
carried out ethically.  If you wish to be a principal investigator conducting research, you 
have a duty to ensure that you understand what are the ethical requirements.   
 
The ethical requirements around 1990 were not a great deal different from those of today. 
Certainly one expected that the fundamental principles of ethics, those which are fairly 
widely accepted within the medical ethics world and within the medical profession 
generally, that one should respect the principles of autonomy, beneficence, 
non-maleficence and justice when one is dealing with patients or potential research 
subjects.  Those principles were certainly around in 1990.  The ramifications of those 
principles had certainly been worked out to a very considerable degree, so that one of 
those ramifications would be that informed consent was essential as a way of preserving 
the autonomy of the individual patient or parent of a patient, and also was important from 
the point of view of the principle of beneficence of the duty to do good things to people 
rather than to do bad things to them.   
 
Again, the requirements for informed consent had been worked out in fairly considerable 
detail about the amount of information that needs to be given to patients.  In addition, that 
was supported, even in 1990, by quite a large number of empirical studies of what were 
the best ways to give information, what was most likely to help patients to understand and 
to retain information.  
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Q We have seen, for example, a requirement to give information to parents and 
reference to an information leaflet?  
A Yes.  
 
Q Was there such a requirement at that time in 1990?  
A Certainly in general ethical discussion, yes, this was something that was widely 
recognised as a requirement.  Whether it was a statutory requirement, no.  In terms of 
statute we had very little - until extremely recently - governing the conduct of research.  
In terms of an ethical responsibility, yes, that was already present in 1990.  
 
Q Was there any guidance from an ethical perspective, Dr Nicholson, in relation to 
the delegation of consent or not?  
A Some of the guidelines made clear that delegation was not desirable, that the 
expectation was that the principal investigator would conduct the vast majority of the 
activities within the trial.  I appreciate that in this country the medical profession has 
never really accepted that.  In other countries the medical profession is a great deal more 
willing to accept that if you are going to have the privilege of undertaking research on 
patients, then you should ensure, as far as you possibly can, the success of that research 
by having the most experienced people undertake it.  
 
Q Yes, perhaps you can be specific as to this, Dr Nicholson:  did ethics committees, 
again in 1990 through to 1993, have any role in giving guidance on the obtaining of 
informed consent?  
A They had not specifically been given that responsibility by anybody and so one 
had variation.  Certainly in that period there were ethics committees in this country that 
gave considerable guidance to researchers on how best to obtain informed consent, but 
I think there were also committees that did not give such guidance.   
 
Q You started by explaining the role of a responsible investigator who was also the 
clinician obviously caring for the children in question.  What is the role of a responsible 
investigator who is not the clinician caring for the children? 
A There one has a rather more difficult situation in that you will need to have some 
definite arrangement made between the person who retains responsibility for the clinical 
care and the person who is going to be the researcher. 
 
Q What responsibility, if any, does such an investigator, i.e. one who is not a 
clinician, have, for example, in relation to procedures relating to consent? 
A That being part of the research process, then the investigator continues to have 
responsibility for ensuring that it is properly undertaken. 
 
Q What is the role of an administrator in a clinical trial because that, it is said, was 
the role that Dr Samuels had in this case? 
A The role of an administrator could be quite variable.  It would very much depend 
on what instructions that administrator had been given and had accepted as to their role 
and one would normally expect there to be some agreement in writing about what that 
role would be, whether it was purely to deal with administrative functions, whether it was 
involved with some of the research procedures, whether it would involve also obtaining 
consent. 
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Q I think you are aware from the evidence that you have seen and hopefully read, 
Dr Nicholson, of the extent of Dr Samuels’s involvement in this trial.  For example, it 
was either he or Dr Southall who randomised the children into the trial.  Does that give 
you any indication as to what role he was performing as an administrator? 
A It does not precisely.  It suggests that if he is doing much the same things as 
Professor Southall, then perhaps administrator is a less accurate term than co-investigator. 
 
MS SULLIVAN:  I have no further questions, thank you. 
 
THE LEGAL ASSESSOR:  Ms Sullivan, because you introduced your case this morning 
with a question to Dr Nicholson I want to make clear that you are not submitting or 
inviting the Panel even to consider whether it should reconsider its decision concerning 
the admissibility of Dr Nicholson’s questions. 
 
MS SULLIVAN:  No, I am not asking the Panel to reconsider it. 
 
THE LEGAL ASSESSOR:  I am just looking at the terms of it.  The decision turned on 
the level --- 
 
MS SULLIVAN:  May I take some instructions?  (Pause while Ms Sullivan conferred 
with her instructing solicitor)  
 
MR FORDE:  Sir, whilst that is being done, I wonder, as Dr Nicholson has not opened 
file 1, whether he would be able to identify the guidance that he said was extant at the 
time which militated against delegation of consent because I have not been able to find 
anything in such clear terms but it may be of assistance to all of us if he could, looking at 
the material that he supplied, indicate what he is relying upon.  
 
THE CHAIRMAN:  The thought had crossed my mind even as he said it and, if that can 
be addressed now, Ms Sullivan, as part of the evidence-in-chief, I think that would be 
helpful rather than leaving it to cross-examination. 
 
MS SULLIVAN:  I am sorry, I did not hear that because I was taking instructions. 
 
THE CHAIRMAN:  Dr Nicholson, in response to one of your questions, said that some of 
the guidelines to which he had already drawn the Panel’s attention did deal with the 
question of delegation of consent and indicated that, in certain circumstances, it was not 
appropriate and Mr Forde was asking whether Dr Nicholson could identify the guidelines 
to which he was referring. 
 
MS SULLIVAN:  Yes, of course.  I think that we did go through them but I can certainly 
ask him to do that now.  Could he have that open in front of him for the moment and I 
will take him to it in due course.  I do need to take some instructions about the issue that 
the Legal Assessor has just raised. 
 
THE CHAIRMAN:  Would you like some time to do that? 
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MS SULLIVAN:  Five minutes or so, sir.  If it takes any longer, then perhaps we could 
let you know. 
 
THE CHAIRMAN:  Very well. 
 

(The Panel adjourned for a short time) 
 

MS SULLIVAN:  Sir, I am sorry to have kept you waiting; I was on the telephone taking 
some instructions.  Sir, I am afraid that I am not able to proceed at the moment. 

 
THE CHAIRMAN:  Very well.  I thought that it was worth us all coming back because 
the five minutes has stretched to an hour, about which the Panel has no concerns but we 
thought that it would be sensible to take stock of where we are.  Presumably, on the basis 
of that indication, it would be sensible if we were to rise now for the lunch break.  Do you 
have any time estimates as to when you think you may be in a position to proceed? 
 
MS SULLIVAN:  It is very difficult for me to say, sir.  Obviously, as soon as I am ready, 
I will indicate. 
 
THE CHAIRMAN:  If we break now until half-past one and come back at half-past one, 
we will see where we are then. 
 
MS SULLIVAN:  Certainly. 
 
THE CHAIRMAN:  We will break now for an hour and come back at half-past one. 
 

(The Panel adjourned for lunch) 
 

THE CHAIRMAN:  Welcome back, everybody.  Ms Sullivan? 
 
MS SULLIVAN:  Sir, may I thank everyone for their patience and that comes from 
Mr and Mrs Henshall I know as well.  May I indicate that I am instructed to ask you to 
reconsider the decision that you made yesterday in relation to the admissibility of part of 
Dr Nicholson’s evidence on the basis of the evidence that he has given to you this 
morning about his level of experience in neonatology and the time when he practised it. 
 
THE LEGAL ASSESSOR:  Subject to anything which the doctors’ counsel may say, it 
seems to me that there must be jurisdiction in the Panel to reconsider its decision on the 
basis of fresh information.  Before we go there, I just wonder whether the information is 
yet sufficiently precise for the purpose of an application as opposed to correcting an error 
as a matter of record and I think that it might be helpful if the Panel had precise dates. 
 
MISS O’ROURKE:  Sir, may I indicate that I was about to say exactly that.  I would want 
not just precise dates but I would want to know whether he was a junior SHO or a senior 
SHO and I would want to know insofar as he said that he was a locum because he also 
made reference to when he was a clinical medical officer doing some covering, I think he 
said, at the London Hospital.  As I indicated the other day, the entry that I have seen for 
him in the Medical Register more contemporaneous with the events described him as a 
clinical medical officer for Tower Hamlets Health Authority, so I would want to know 
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exactly when it was that he was saying he was in the London.  I think that I would 
probably also want to know who the consultants he worked under at the relevant places 
were in order that we would have an idea as to what the position was.  I think that the 
information he has given is not yet precise enough. 
 
I do also bear in mind that the Panel’s determination rules out his expertise for two 
reasons.  Firstly because it was a long time ago and, even on the best evidence he has 
given now, it was still 25 years ago.  Secondly on the junior level and that is why I think 
that we need to know whether this was as a junior SHO and how junior.  In other words, 
was it his first SHO job or second SHO job? 
 
MR FORDE:  Sir, may I make a suggestion and I am more than happy to take on this 
task?  If Mr and Mrs Henshall wish this matter to be revisited, I do not think, whatever 
arguments could be mounted about you being functus or res judicata, that, in the interests 
of a due inquiry, we should oppose any application to get you to reconsider the matter.  It 
is a little disappointing that it has arisen again but we are now well used to the tenacity 
with which this is being pursued.  I would quite like, rather like a criminal voir dire, on 
behalf of my client, to question this witness, possibly in a way that would not necessarily 
be immediately apparent to Ms Sullivan sitting where she does as to his likely expertise 
and as to his neonatal career.  I do not know whether that commends itself to you as a 
course because obviously there will be aspects of his experience which, from our 
perspective, may or may not relate to the charge which might not be immediately 
apparent to Ms Sullivan.  It is just a suggestion. You may wish to consider it with the 
Legal Assessor or Ms Sullivan has only just heard me utter it and she might want to 
consider it with her instructing solicitor as well.  It is a task that I am more than happy to 
fulfil if it assists the inquiry. 
 
MR FOSTER:  Sir, I would accept for these purposes that you have jurisdiction to 
reconsider the issue.  I am not remotely interested in whether Dr Nicholson was a junior 
SHO or a senior SHO.  All the arguments which you articulated earlier for rejecting his 
expertise apply nonetheless and I am happy to get on with it. 
 
THE CHAIRMAN:  Is there anything else, Ms Sullivan? 
 
MS SULLIVAN:  No.  I am just thinking at the moment of the best way to do it.  
Obviously, my learned friends ought to have an opportunity to cross-examine on the issue 
and I would be happy for them to do that.  I have elicited some information from 
Dr Nicholson but I am happy for them to cross-examine.  I can always re-examine, so to 
speak, if there are any further issues which I think arise out of cross-examination. 
 
MISS O’ROURKE:  Sir, may I indicate that I do not want to cross-examine him; I want 
to save my cross-examination for when it is appropriate to cross-examine him.  I raise the 
point as to junior or senior SHO just so that you, the Panel, have more information on the 
basis that you are being asked to reconsider it because I agree with your Legal Assessor 
that frankly what has been said does not actually take you any further.  I should make it 
clear that my position is that you would be considered to be a medical expert unless you 
are a consultant in the relevant specialisation.  It would be very rare for the General 
Medical Council to hear expert evidence from someone who does not have consultant or 
professorial status.  Indeed, it would be very rare for the High Court to do so and would 
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only be in very exceptional circumstances that you would look at someone who is at the 
level lower and it would be if they were a senior lecturer, reader or something of that sort. 
I have never heard of an SHO being called as an expert unless of course it is a question 
where you are dealing with a performance case and you are looking at the performance of 
an SHO and therefore it is appropriate to call someone else or have someone as a special 
adviser to the Panel who is at that level.  However, that is not this case and so I am with 
Mr Foster on the basis of, even if he elaborates some more, some experience as a locum 
or even as a senior SHO, it is not actually going to make any difference to my 
submissions.  You ruled it out on the basis of the level at which he had reached in 
paediatrics and the number of years ago and those factors are not changed by him saying, 
“I did a little bit of neonatology”. 
 
THE CHAIRMAN:  Legal Assessor, do you have any legal advice for us on this?  One of 
the things that occurs – I am sorry, I will just carry on with my thought – is that in 
relation to the determination of admissibility, we did allude in the determination to the 
absence of information on the CV which has been presented as C14 as to Dr Nicholson’s 
clinical experience and we based that determination on what he had said in evidence 
when he was initially questioned by you, Ms Sullivan.  We are now being asked, as you 
have indicated, to revisit, as I understand what you are saying, both aspects of this, both 
the admissibility point and the matter under rule 50 … 
 
MS SULLIVAN:  Yes, sir. 
 
THE CHAIRMAN:  … having regard to what Dr Nicholson told us this morning about 
experience that he had had specifically in relation to neonatal matters.  We are obviously 
anxious to make progress as rapidly as we can with this because presumably one of the 
matters which arises now is Dr Nicholson’s on-going availability. 
 
MS SULLIVAN:  Perhaps we could check that. 
 
THE CHAIRMAN:  That can be done.  What I was going to suggest was that perhaps an 
efficient way forward would be to ask Dr Nicholson whether, in view of the absence of 
information on the CV about clinical matters, we are now being asked to consider the 
extent of his clinical experience in light of the renewed application, it would be possible 
for him to produce a supplement to his curriculum vitae which actually indicates with 
dates what he was doing and when in terms of his clinical experience. 
 
MS SULLIVAN:  Perhaps I could ask him that, sir. 
 
THE WITNESS:  I can produce that. 
 
THE CHAIRMAN:  That may be a quicker way of doing it than …  I appreciate 
Mr Forde’s offer to do that but it might be more efficient to do it at least if we start with 
something in writing which actually sets out the clinical experience which is said to be a 
matter which we ought now to have regard to in light of the renewed application. 
 
MR FORDE:  Sir, I can offer a typing and printing facility on the ninth floor if he wants 
to produce that. 
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THE CHAIRMAN:  That also is a helpful offer.  Why do we not do that and presumably 
that can be done within half-an-hour?  (Agreed)  Let us break for half-an-hour while 
Dr Nicholson produces a supplement to his CV dealing with is clinical experience and 
then, if there are any questions which arise out of that, we can deal with them at that 
point.  Hopefully there will not be because, if what is required is a breakdown of clinical 
experience in terms of posts held, level held and dates, and a brief indication as to the 
type of work which was undertaken in each of those posts, it may be that we can simply 
then retire and consider the application subject to anyone having anything further to say.  
Miss O’Rourke has already made her position clear and I think that Mr Foster has as well 
but, if there is anything more to be said in the context of the renewed application, then we 
can deal with it.  Hopefully a supplement of the CV at least will make the factual position 
clear.  Let us do that.  We will break until half-past two. 
 

(The Panel adjourned for a short while) 
  
THE CHAIRMAN:  Welcome back, everybody.  Ms Sullivan.  
 
MS SULLIVAN:  Yes, sir.  Dr Nicholson, through the help of Mr Forde, has been able to 
type out a CV for us which I think can be distributed to everyone.  (Same handed)  
 
THE CHAIRMAN:  This will become C17.   
 
MS SULLIVAN:  Sir, if I could just ask, perhaps, Dr Nicholson to confirm that this 
supplementary CV accurately reflects his experience in paediatrics and neonatology?   
 
THE WITNESS:  I think it accurately reflects my experience.  I cannot be absolutely 
certain that every single month is correct.  I normally just look at previous copies of my 
CV and I have not particularly memorised things that far back.  
 
MS SULLIVAN:  Sir, I do not think there is anything further I need to ask.  
 
THE CHAIRMAN:  Thank you very much indeed.  Thank you very much for doing that, 
Dr Nicholson.  Can I just ask, because the point was raised before you were asked to 
undertake this task, for example, against August 1976 and 1977 you describe yourself as 
a senior SHO in paediatrics.  
 
THE WITNESS:  Yes.  In general people did not call themselves junior or senior SHOs in 
those days.  There were not distinct grades.  I call myself senior SHO there because there 
were SHOs who worked just on the paediatric medical wards at the Brook Hospital but 
my job, when I was on call, was to cover the paediatric medical and surgical wards and to 
cover six other hospitals, which included a Special Care Baby Unit at the British Hospital 
For Mothers and Babies, included Bexley Maternity Hospital, the Maternity Unit at 
Woolwich Memorial Hospital, the Maternity Unit at St Nicolas, Plumstead, and also 
included covering a hospital for severely subnormal children.  
 
THE CHAIRMAN:  Thank you very much.  Ms Sullivan, is there anything else you wish 
to say in relation to the renewed application?   
 
MS SULLIVAN:  Thank you, sir.  
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THE CHAIRMAN:  Mr Forde, is there anything else you wish to say on the renewed 
application?   
 
MR FORDE:  Sir, I am assuming, and I do not know whether Ms Sullivan can confirm 
this, it is initially renewed in terms of expertise as well as the rule 50 discretion?  I do not 
know whether you are being asked to consider both.  
 
MS SULLIVAN:  Both. 
 
MR FORDE:  You are.  All right.  Sir, we are back to the original application in terms of 
expertise.  I think I can be relatively short.  I would ask you to consider, if you feel the 
need to, the submissions I have previously made.  I am not going to repeat them.   
 
By my swift calculations, and it is difficult with some of the months knowing whether 
they are inclusive or not of the start period, 34 and a half months worth of paediatric 
experience, six weeks worth of dedicated experience within an intensive care unit as long 
ago as March 1984.  Without wishing to denigrate this gentleman in any way, shape or 
form, I adopt that which Miss O’Rourke has already said.  It would be surprising if 
somebody who had only operated within the relevant field to SHO level, whether senior 
or junior, was thought to be appropriately clinically experienced to give you assistance on 
clinical matters.  That is what I would say in relation to the first renewal of the 
application. 
 
In terms of your overriding discretion to make due inquiry, I would respectfully adopt the 
rationale that you gave in rejecting Ms Sullivan’s previous application.  In my 
submission, it cannot be correct given the paucity of the experience of the relevant level 
for you to take on board this witness’s views as a well-informed observer who has 
historical but very ancient experience of the field of paediatrics and neonatology.  Those 
would be my short submissions on the point.   
 
MS SULLIVAN:  I think Dr Nicholson was indicating some form of disagreement with 
something that was said. 
 
MR FORDE:  It may have been what I said about intensive care.  As I said, I am more 
than happy to accept that the other posts may have involved elements of intensive care, if 
that is what I have got wrong.   
 
THE WITNESS:  The six months at Birmingham Maternity Hospital, that is a 
super-regional neonatal intensive care, so that was highly intensive. 
 
MR FORDE:  Yes.  Sir, I am more than willing to accept that, whilst observing that it is 
29 years ago.  
 
THE CHAIRMAN:  Miss O’Rourke. 
 
MISS O’ROURKE:  Sir, my submissions are very brief.  You, in your determination on 
expertise, said that you were having regard to the level at which he practised in the time 
elapsed since he last had any clinical responsibilities, excluding him as a medical expert.  
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Those two aspects still hold good because the level at which he practised was SHO and 
no higher and the time that elapsed since he last had any clinical responsibilities, even on 
this, remains the same, 24 years.   
 
Sir, I was slightly more generous than Mr Forde to him.  I was going to say he had a total 
three years of paediatric experience but all at the lowest level.  He has no postgraduate 
qualification.  Not even an MRCP.  It would be very strange for the General Medical 
Council to send out the message to the profession that they were going to recognise 
medical expertise in an inquiry against a professor of paediatrics, a consultant 
paediatrician and a senior lecturer in paediatrics, that you were going to rely on medical 
expertise as someone who had less than three years total in paediatrics. 
 
Sir, I see two jobs only on his CV that could even be vaguely relevant.  One is the 
January to July 1979 in neonatology and that is six months at an SHO level, when, in fact, 
at that time he was fully qualified as a doctor, in other words, had full registration, for a 
period of less than four years as a doctor, so that shows how junior he is.  The other job 
that could have some relevance is the six weeks in NICU in 1984 but that is still 24 years 
ago. 
 
I say, sir, as I said earlier, effectively, if you are going to call someone to give you the 
benefit of their expertise you really should be looking for someone at consultant level or 
with postgraduate qualifications and this gentleman is not the person.   
 
MR FOSTER:  Sir, this changes nothing.  For all the reasons that you gave in your 
previous determination, Ms Sullivan’s application is not seriously arguable.  I adopt the 
submissions of my learned friends.  I differ from Mr Forde in only one respect.  He said it 
would be surprising were this gentleman’s evidence to be admissible.  I say it would be 
astonishing.   
 
THE CHAIRMAN:  Ms Sullivan, is there anything you wish to say by way of response?   
 
MS SULLIVAN:  No, thank you, sir.  
 
THE CHAIRMAN:  Very well.  Mr Forrest, do you have any additional legal advice for 
us?   
 
THE LEGAL ASSESSOR:  Sir, the only thing I would say to the Panel is this: there is no 
burden on Ms Sullivan to persuade you to change the determinations which you have 
already made.  You should look at this matter afresh if you think that the information 
which has now been provided is indeed new information.  If, of course, it tallies with the 
information which was summarised by Dr Nicholson in his oral evidence then there 
would be no reason for you to change your determinations, but you should look at it with 
an open mind and not think that there is any burden on Ms Sullivan to persuade you to 
change your mind. 
 
Other than that, the advice which I gave in respect of the previous determinations stands 
and it is in the transcript if required.  
 
THE CHAIRMAN:  Thank you very much.  Anything arising out of any of that?   
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MS SULLIVAN:  No, sir.  
 
THE CHAIRMAN:  In that case the Panel will now go back into closed session to 
consider the matter.  We would hope that we will be able to reach a determination and 
announce it before the end of the day.  We will do our best to achieve that.  If everyone, 
apart from the Panel, could now leave the room I should be grateful. 
 

STRANGERS THEN, WITH DIRECTION FROM THE CHAIR, WITHDREW AND 
THE PANEL DELIBERATED IN CAMERA 

 
STRANGERS HAVING BEEN READMITTED 

 
THE CHAIRMAN:  Welcome back, everybody.  I will now read out the Panel’s 
determination in relation to the renewed invitation, Ms Sullivan. 
 

D E T E R M I N A T I O N 
 
THE CHAIRMAN:  Ms Sullivan, you have invited the Panel to re-visit the decisions 
made by the Panel in relation both to the admissibility of certain evidence from 
Dr Nicholson and also whether it should receive this evidence under Rule 50(1) of The 
General Medical Council Preliminary Proceedings Committee and Professional Conduct 
Committee (Procedure) Rules 1988 (“the Rules”).  The Panel understands that this 
invitation relates only to evidence concerning medical matters. 
 
The Panel’s reconsideration arises out of further evidence from Dr Nicholson, supported 
by his supplementary curriculum vitae, which provides details of the clinical posts he has 
held, at what level and when.    
 
The Panel has considered the submissions made by Mr Forde, Miss O’Rourke and 
Mr Foster acting on behalf of Drs Spencer, Southall and Samuels.  In essence, they rely 
on the submissions made in respect of the two previous applications and contend that the 
new evidence changes nothing.  It is repeated that it would be surprising if a doctor 
whose clinical experience in paediatrics was obtained so long ago and at a relatively 
junior level could properly be regarded either as an expert or as a person whose evidence 
could materially assist the Panel on issues about which he is likely to be asked.   
   
The Legal Assessor advised the Panel that there was no burden on Ms Sullivan to 
persuade the Panel to change its previous decisions.  It should look at the matter afresh.  
He referred the Panel to his earlier advice in respect of each application.  
 
The Panel determined in its determination announced yesterday that it did not consider 
Dr Nicholson to have sufficient knowledge and experience such as would qualify him to 
give expert medical or statistical evidence.  The Panel then decided not to apply the 
proviso to Rule 50(1) of the Rules to receive this evidence as it did not consider that it 
would be of assistance to hear non-expert opinion on these matters.  
 
The Panel notes from the additional information presented today that Dr Nicholson does 
have some experience in neonatology, including that gained at Birmingham Maternity 
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Hospital over a six-month period from January to July 1979 and also from cover for the 
Neonatal Intensive Care Unit during his locum SHO post at The London Hospital 
between October 1983 and March 1984.  The Panel has considered, first, whether the new 
evidence about his relatively limited experience in neonatology so many years ago is such 
as should now lead it to conclude that Dr Nicholson has sufficient knowledge of the 
subject matter to qualify him as an expert.  In the Panel’s view, it is not.  
 
The Panel has also considered whether the new evidence of Dr Nicholson’s experience is 
such as should now lead it to receive opinion evidence from him under Rule 50(1) of the 
Rules.  The Panel accepts that his opinions would be somewhat better informed than was 
previously envisaged, but the additional weight would be very slight.  The Panel therefore 
does not consider that it would be of assistance to receive evidence of his opinions on 
matters likely to be canvassed with him.  
 
For these reasons, the Panel has arrived at the same decisions in respect of your present 
invitation as are set out in its previous determinations.  Accordingly any further questions 
should proceed in accordance with those determinations. 
 
Ms Sullivan, when we reached the point where you invited us to reconsider the matters, 
you had at that point indicated that you had no further questions for Dr Nicholson in chief 
and is the position, in light of this determination, where you are now? 
 
MS SULLIVAN:  Sir, except that I was invited by Mr Forde just to draw everyone’s 
attention, through Dr Nicholson, to relevant parts of the guidance, which I can do quite 
shortly with him. 
 
THE CHAIRMAN:  Thank you for that reminder – yes, you did indeed.  It would be 
helpful if you could do that now. 
 
MS SULLIVAN:  Yes, I can do that now. 
 

RICHARD HUGH NICHOLSON, recalled 
Examined by MS SULLIVAN (continued) 

 
Q Could you have file 1, please, tab 2?  Dr Nicholson, I think the first page in fact 
deals with the question of consent under the Nuremberg Code – do you have that? 
A I do, on page 26 of this bundle. 
 
Q It is the first page behind tab 2; you are quite right, it is page 26. 
A Yes, and at the end of point 1 of the Nuremberg Code one has the statement that: 
 

“The duty and responsibility for ascertaining the quality of the 
consent rests upon each individual who initiates, directs or engages 
in the experiment.  It is a personal duty and responsibility which 
may not be delegated to another with impunity.” 
 

Q Then I think if we go forward within the tab to the guidance that appears at I think 
page 65 – that might be the front page of the guidance, so we can see which one it is? 
A Can I suggest that there are some that you have moved over? 
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Q By all means. 
A If I could just go through where the statements are about the responsibility of the 
investigator.  In the 1964 version of the Declaration of Helsinki--- 
 
Q Which page are you on, please? 
A This is page 27.  Here the document talks always about “the doctor” in the 
singular and the duties of “the doctor”.  For instance: 
 

“The nature, the purpose and the risk of clinical research must be 
explained to the subject by the doctor.” 
 

I think at that time it was certainly not expected that there would be large groups of 
people involved in a particular study and the doctor was expected to be the lead 
researcher.  One finds much the same in the 1975 version overleaf on page 28, so that on 
to page 29, paragraph 10--- 
 
Q I think paragraphs 9 and 10 relate to consent? 
A Yes.   
 

“The doctor should then obtain the subject’s freely-given informed 
consent, preferably in writing. 

 
When obtaining informed consent for the research project the doctor 
should be particularly cautious…” 
 

etcetera.  Again, we are talking about “the doctor” and the intention there is that it be the 
lead investigator. 
 
MR FORDE:  Can he just be directed to paragraph 10, where we have “a doctor”? 
 
THE WITNESS:  In the case where there is a dependent relationship such as the person is 
a medical student who is being asked by his consultant to take part in research and might 
therefore consent under duress, it is only that situation where there might be duress that 
an alternative doctor should obtain the consent. 
 
THE LEGAL ASSESSOR:  Can I just ask about the introductory words, “It is the mission 
of the doctor to safeguard the health of the people”? 
 
MS SULLIVAN:  Page 28? 
A Are you thinking this is rather general terminology? 
 
THE LEGAL ASSESSOR:  It might be read as a notional doctor for people at large rather 
than a reference to an individual doctor who obviously cannot care for all the people of 
the world. 
 
THE WITNESS:  I think as one goes on reading through the guidance it becomes clear 
that it is referring more specifically to the doctor who wishes to carry out research 
involving human subjects. 
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MS SULLIVAN:  Does it necessarily remain the position, Dr Nicholson, that “the doctor” 
needs to be the one responsible, for example, for taking consent, or does that change as 
we go through? 
A As far as I can see in the guidelines, that has not changed.  It remains “the doctor” 
in the whole variety of different guidelines that are available to us nowadays.  So that if 
one moves on to the Institute of Medical Ethics report--- 
 
Q Would you give us the page to which you are referring? 
A Mine are illegible – I think it is something like 57.  It is page 223 of the book. 
 
Q Yes, that is 57. 
A Here, I think, it is important to read from the bottom of the start of the last 
paragraph on page 222 to explain the work of Zerubavel and his study about the concept 
of floating responsibility.  The idea is, if a job is left to two or more people to do it either 
will not be done or will not be done well.  He was looking at the way that consent was 
obtained in an American hospital.  The working party of the Institute of Medical Ethics 
looked at this research and felt that there was a pertinent point in it and therefore went on 
to suggest these four items: 
 

“There are therefore good reasons for suggesting that: 
 
(i) Information should be given to the parents of a potential 

research subject by the investigator himself, and opportunities 
provided for discussion. 

 
(ii) This should be backed up by an information sheet, written in 

simple language, which the parents can keep. 
 
(iii) There should in general be a gap of at least one day between the 

giving of information and the requesting of consent. 
 
(iv) The request for consent should be made by the investigator 

himself. 
 
This procedure is suggested as being the most likely to obtain a free 

and informed consent; it is not intended to cover every possible 
situation.” 

 
Q I think if we then go on to the guidance that I was going to ask you to look at 
before, so this is the Royal College of Physicians Guidance of January 1990 which 
follows, Dr Nicholson, “Research Involving Patients” is the title of it and it appears at 
page 65, the title page.  I think we can then see that dealing with the question of consent 
at page 86.  In fact, it starts on the previous page, page 85, but that is a little difficult to 
see.  Does that set out the principles in relation to the obtaining of consent?   
A It sets out the principles, but further on on page 89, at paragraph 7.22, it goes on 
to say that:   
 

“Investigators are responsible for adequately informing research 
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subjects by talking to them, answering questions and using written 
material approved by the Research Ethics Committee.”  

 
Q Yes, and I think the previous page looks at an example of a consent form?  
A Yes.  
 
Q Then if we just go on to page 102 in that same guidance and to 7.103, does that 
make reference to the question of it sometimes being difficult to ensure that patients 
understand that they are being invited to enrol in a study in which the treatment allocation 
will be determined by chance?  In other words, when they are being asked for consent to  
a randomised trial?  
A Yes, it draws attention to that difficulty, which certainly has been shown in 
empirical studies to exist.   
 
Q Was there anything else of relevance to refer to which relates to this period in 
time, Dr Nicholson?  
A Well, if one moves on to the European Union guidance, the “CPMP Working 
Party on Efficacy of Medicinal Products” and their “Good Clinical Practice for Trials on 
Medicinal Products” guidance at page 188 in the bundle, that lays out the responsibilities 
of the investigator.  At paragraph (i) on page 189 it firmly puts the responsibility on the 
investigator to obtain informed consent from trial subjects.  
 
Q Yes.  We see set out on those pages there, 188 through to 191, the responsibilities 
of the investigator.  It may be said obviously this relates to medicinal products,  
Dr Nicholson.  What do you have to say about that?  
A Just that it reflects the thinking across Europe at that time about how consent in 
clinical trials should be obtained and reflects a general view of the ethics of research that 
the investigator should be the one who takes the responsibility for obtaining consent.  
 
Q I think we saw that that guidance - just so everyone knows, it is page 170 - came 
into operation on 1 July 1991?  
A That is correct.  I think the fact that this refers to medicinal products does not 
mean that the principles being expressed are not applied to all sorts of research involving 
human subjects.  The ethical principles do not differ just because one is dealing with a 
device rather than a medicinal product.  
 
Q Yes.  Is there anything further that you wish to draw our attention to on these 
issues?  
A The Department of Health’s Red Book, as I have been calling it, their book on 
local research ethics committees ---  
 
Q It starts at page 232.   
A And on 235 in paragraph 3.5 talking about recruitment to a research study, it says: 
  

“The researcher should emphasise that participation is entirely 
voluntary; that refusal will attract no sanction ...”   

 
So, again, the Department of Health’s guidance was talking about the researcher having 
this responsibility.  
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Q Yes.  We do see that under 3.7 it deals with consent and indicates that:   
 

“The procedure for obtaining consent will vary according to the 
nature of each research proposal.”   

A Yes.  
 
Q Again, the need for particular care to ensure that valid consent is obtained in 
relation to randomised controlled trials?  
A That is right.  Going on from there to page 262, where one is looking at the 
CIOMS guidelines and the proposed revision of the 1982 ones ---  
 
Q Yes, this being a draft I think for January 1992 ...   
A Yes.  
 
Q ... is that right?  We see from page 251 - yes, which page were you looking at?  
A 262 in the bundle:   
 

“Guiding Principle 1:   
 
Biomedical research ... should not be carried out unless the 
investigator has obtained informed consent ...”   

 
Then:   
 

“Guiding Principle 2:   
 
Before requesting the subject’s consent to participate in research, the 
investigator must provide the subject with the following 
information...”   

 
Then there is some discussion of what that involves.  Again, page 264:   
 

“Guiding Principle 3:   
 
The investigator has the duty to perform the following:   
 
Disclose to the subject frankly and completely all the information 
necessary for informed consent ...”   

 
and so on.   
 
Q Yes.  Anything further, Dr Nicholson?  
A The British Paediatric Association Guidelines ---  
 
Q This is August 1992, the start of it ...   
A Yes.  
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Q ... at page 296?  
A But again discusses just what researchers will do and talking on page 310, 311, 
talks about what constitutes informed consent and the duties on researchers to discuss 
various things with the families involved.  
 
Q Yes.   
A Finally, the Association of British Pharmaceutical Industry’s guidelines, again at 
page 334 in the bundle, lay down the duties of the investigator:   
 

“The investigator must” 
 
- and then going to the final paragraph at page 334 - 
 

“... obtain informed consent from trial subjects in accordance with 
the Declaration of Helsinki ...”   

 
Then overleaf, second paragraph:   
 

“Ensure that subjects enrolled in a trial are provided with an 
information sheet giving details about the trial, which should include 
contact addresses and telephone numbers where further information 
can be obtained in case of action needed at another place.”   

 
So essentially almost all the guidelines that I have provided in some way or another 
indicate that the responsibility for informing parents and for obtaining consent lies with 
the investigator.   
 
MS SULLIVAN:  Thank you, Dr Nicholson.  I think that is all I need to ask.   
 
THE CHAIRMAN:  Thank you, Ms Sullivan.  Miss O’Rourke, will you be leading the 
cross-examination of Dr Nicholson? 
 
MISS O’ROURKE:  I am going first.  
 
THE CHAIRMAN:  I think in view of the time my inclination will be to invite you to 
start that tomorrow morning.  That, of course, depends on Dr Nicholson’s availability.  
 
THE WITNESS:  I shall be here tomorrow morning.  
 
MISS O’ROURKE:  Sir, he is obviously going to be here tomorrow.  My understanding 
is the problem potentially is Friday.  I do not know if you have been told yet and it may 
be  
I am speaking out of turn and Ms Sullivan is better to deal with it, but my understanding 
is that the Henshalls are unable to be here on Friday because one of their sons is getting 
married and they are obviously going to attend the wedding.   
 
I have counted up the questions that I have in my notebook for Dr Nicholson.  At the 
moment they amount to 150.  I may not have to ask all them but, if I do, I anticipate that 
that may take me four to five hours of the Panel’s time in asking them because some of 
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them will involve me looking at references because I will be taking him through some 
things that he has written about both Dr Southall and about CNEP over a large number of 
years.   
 
Sir, my concern is if I take that amount of time, that will take me to close to the tea break 
tomorrow.  I am not going to be touching in that on consent issues, or not to any 
significant degree.  I think Mr Forde may be touching on some of that and some other 
issues.   
 
My concern is that we will not finish Dr Nicholson’s evidence tomorrow if there are 
going to be any Panel questions and some re-examination.  The concern simply is that if 
he cannot then come on Friday - well, I think he can come on Friday, but if the Henshalls 
are reluctant to have evidence given on the Friday that they cannot be here to listen to, 
there may be a problem.   
 
It is for that reason that I do not mind starting tonight, albeit it is five o’clock.  I think it is 
probably better that Ms Sullivan tells you what the position is because I have heard it 
second or third-hand hearsay.   
 
THE CHAIRMAN:  Thank you.   
 
MS SULLIVAN:  Sir, I think perhaps we need to know whether Dr Nicholson, in the 
light of that, is available on Monday.  Perhaps we could just ask him that.  
 
THE WITNESS:  I can make myself available on Monday, but not on Tuesday next 
week.   
MS SULLIVAN:  I think Monday would be sufficient, everyone is saying.  
 
MR FORDE:  My anxiety is that Miss O’Rourke is going to be most of tomorrow, I have 
a little to ask about responsible investigations, as I am sure you can appreciate from the 
charges.  I am not sure whether Mr Foster will have much for this witness.  Of course, 
there may be Panel questions and re-examination.  I do not think it is realistic for us to 
bank on finishing the evidence in its entirety tomorrow.   
 
I do not think it would be possibly even as much as half a day on Monday, but I can see 
him being close to that on Monday if Miss O’Rourke does not quite finish tomorrow.  We 
can discuss what we might usefully do on Friday.  If evidence is not to be called, I am 
certainly going to try this evening and during the course of tomorrow to collate some 
transcript references which I would be more than happy to try and furnish you with orally 
on Friday and hopefully in writing by Monday evening.   
 
MR FOSTER:  Sir, while of course it is desirable from the Henshalls’ point of view that 
they are here on Friday, I am reluctant to acknowledge that their presence here is 
essential. The fact of the matter is that if one of our doctors said that he could not be here 
on Friday, I would expect a very cold reception from the Panel were I to ask the Panel to 
rise until Monday until the relevant doctor could be present.   
 
I suggest that whether the Henshalls can be here on Friday or not, we continue on Friday 
with Dr Nicholson’s evidence and finish it then.   
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MS SULLIVAN:  Mr and Mrs Henshall do wish to be here.  Obviously this evidence is 
important from their point of view.  Whereas Mr Foster may well be right that the 
absence of the doctors might not preclude the continuance of the hearing when certain 
evidence is given, I am sure there is also evidence for which they would say they should 
be entitled to be present.   
 
So, sir, I would ask that you give consideration to their position, especially given the 
nature of the event that they will be attending, and arrange it so that they can be here to 
hear the remainder of Dr Nicholson’s evidence on Monday, especially given his 
indication that he would be willing to return for that purpose.  
 
MR FORDE:  Sir, my anxiety – and I would support Ms Sullivan so far as she addressed 
you – would be that we know that Mr and Mrs Henshall have taken a very active interest 
in the proceedings and they have been furnishing Ms Sullivan with instructions.  I would 
not want a position to arise whereby they have read the transcript of Friday’s hearing and 
thought that there was something of importance that might have been asked in  
re-examination if we were to finish his evidence in their absence.  If they were to turn up 
on Monday and say to Ms Sullivan, “We would have wished you to pursue this line in  
re-examination” but he has gone and we have already accepted that we have completed 
this evidence, that would be a very unfortunate situation.  We have done, given the 
professional commitments of all of us and the Panel, I think remarkably well to have gone 
this far without missing a day at all.  I think only I delayed things with an IOP one 
Monday morning; other than that, we have managed to progressed fairly seamlessly. 
 
THE CHAIRMAN:  I think in a sense the question of what happens on Friday so far as 
Mr and Mrs Henshall’s ability to attend or not is distinct from the immediate question 
which is what we do now.  Obviously I am anxious not to lose time unnecessarily but it 
does seem to me from what everybody has said, starting with Miss O’Rourke, that, even 
if we were to start cross-examination of Dr Nicholson now, it is unlikely that it would be 
finished by tomorrow in any event given the time --- 
 
MISS O’ROURKE:  Sir, it would depend on how long you wanted to go on until tonight. 
 
THE CHAIRMAN:  I certainly would not want to go on beyond 6.00. 
 
MISS O’ROURKE:  Then I do not think that we are going to in any view finish it. 
 
THE CHAIRMAN:  No. 
 
MISS O’ROURKE:  My best estimate at the moment on the basis of questions in my 
notebook is that I will be on my feet until afternoon tea-break tomorrow, so some time 
around three o’clock. 
 
THE CHAIRMAN:  So, even if we were to sit until 8.00 tonight, that would bring it back 
to lunchtime tomorrow and then there is …  Realistically, we would probably be doing 
ourselves some sort of mental damage, if you like, by sitting on until eight o’clock tonight 
and still be at risk of not finishing tomorrow.  I think that doing the best we can with the 
information that we have about the likely length of cross-examination is to suggest that 
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you start it tomorrow morning. 
 
MISS O’ROURKE:  Sir, I do not disagree with that and I agree with you that the first 
question is, do we start tonight?  All I would say in respect of the Henshalls’ absence on 
Friday is that I have a lot of sympathy with the position Mr Foster takes.  I also 
understand what Mr Forde has said and I do appreciate that of course it may be that 
where we get on Friday morning is that Ms Sullivan is re-examining and of course that is 
the point at which questions handed to her by the Henshalls would make a difference 
because she may be putting those questions and I would not want it to be said that they 
did not have an opportunity to put them.   
 
That said, may I indicate a possible potential difficulty for me next Wednesday.  I have 
a GMC one-year review case for a client who is sick and who is desperate that I do that 
case and I had indicated two or three weeks back that it looked likely that that would be 
a stage at which the Panel would be out determining half-time submissions and that  
I probably do that case because it is only a one-day review.  I am now becoming 
concerned that that may not be the position because, if we do not sit Friday, we take part 
of Monday for Dr Nicholson and, even if I have my half-time submissions in, the problem 
is that Ms Sullivan would be replying or the Legal Assessor would be giving advice on 
Wednesday and while my client has said that he does not mind me being absent if it was 
Mr Foster and Mr Forde making their submissions because there would not be anything 
for me to say and he would be content that I go and deal with this other client, of course 
subject to the Panel saying that they would be prepared to release me for the day, my 
concern is that I do need to be here when Ms Sullivan replies to my submissions and 
I absolutely need to be here to hear the Legal Assessor’s advice on them.  That is my only 
concern.  If we had used Friday, I would have hoped that the Panel would be getting their 
legal advice on Tuesday afternoon and going off to make decisions and then it would be 
possible for me to be absent on Wednesday because, even if you had questions, Mr Forde 
or Mr Foster could probably deal with any questions arising without my need to be here.   
I simply flag it up because, if it is a possibility, I will now have to make urgent 
arrangements for this very sick doctor to have alternative representation or I am going to 
have to ask the Panel’s indulgence not to sit next Wednesday.  Sir, I just throw that in but 
it may be that we need to consider where we are tomorrow. 
 
THE CHAIRMAN:  I think that that would probably be best, Miss O’Rourke.  I think 
taking where we are now, obviously at the position we are, there are some hiccups which 
are occurring with which we will need to deal and we will endeavour to do that at an 
appropriate moment.  I think most immediately that, given the fact that I would not wish 
the Panel or indeed anyone else to go on much beyond six this evening, it is unlikely that 
having three-quarters of an hour now of cross-examination would actually make a great 
impact on either the ability to finish tomorrow or indeed dealing with the sorts of hiccups 
which are now being identified.  My proposal is that we do finish now and that you start 
your cross-examination tomorrow morning and we will take stock during the course of 
tomorrow about where we are on Friday.  Mr and Mrs Henshall are here listening to 
everything that has been said and they too can consider the position overnight and discuss 
it with Miss Morris and Ms Sullivan tomorrow and then we can take a view during the 
course of tomorrow about what, if anything, we do on Friday and where that leaves us for 
next week. 
 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D27/22 

Transcribe UK 
VRS Ltd 

01889 270708 
 

MISS O’ROURKE:  Sir, may I indicate as well that there is one other matter that would 
have to be dealt with before the close of the GMC’s case is that I would wish 
Mrs Henshall to be recalled.  I would wish you – and I think it is now agreed that you 
would be entitled – to see the red information folder that was put together.  Ms Sullivan 
and her instructing solicitor now have instructions and indeed have spoken to the Trust 
and are content with the provenance of it, where it has come from and its validity.  In the 
light of what is in it, I would wish Mrs Henshall to be recalled to be asked by me at least 
two questions in respect of it, so we would have to fit her in at some stage and we 
obviously cannot do that on Friday regardless of whether we deal with Dr Nicholson on 
Friday.  So, it would mean that we could not have Ms Sullivan close her case until that 
happens and that would either mean interposing Mrs Henshall tomorrow or else in any 
event not closing her case until first thing Monday morning and then submissions starting 
straight after. 
 
THE CHAIRMAN:  There is another consideration.  Shall we take stock of all of this 
during the course of tomorrow?  Thank you very much, Dr Nicholson, both for providing 
the additional information that you were able to do and also for indicating your 
availability over the coming days.  We will adjourn now until 9.30 tomorrow morning. 
 

(The Panel adjourned until 9.30 a.m. 
on Thursday, 19 June 2008) 
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THE CHAIRMAN:  Good morning, everyone.  We continue with the case of Dr Spencer, 
Dr Southall and Dr Samuels.   
 

RICHARD HUGH NICHOLSON, recalled 
Cross-examined by MISS O’ROURKE 

 
Q Dr Nicholson, I want to ask you first about your curriculum vitae that you 
submitted to the Panel.  I would like to ask you about how recent a CV it is because the 
last entry that I can find on it is 2003 where you write about your other writing on 
research ethics and you refer in the paragraph above to “recent papers include” and you 
quote a 2001 and a 2002 paper.  Is it fair to say that it is probably not an up-to-date CV 
because it does not deal with what you have been doing in the last couple of years? 
A I do not change my CV all that often.  I am afraid that I would have to go back 
and look at my computer to see precisely what the accurate date is on it. 
 
Q I put it to you wrongly.  That is in terms of your publishing.  You do on the front 
say, “other medical activities” and you have something going up to 2007 which is 
Chairman of the Queen Mary University of London Research Ethics Committee.  So, it 
may be that you changed parts of it and you left in the word “recent” and did not add to 
your writing.  Is it perhaps fair that you update bits of it and not other bits of it? 
A I do.  That is right. 
 
Q It does not say there what your occupation is or indeed what your profession is.  If 
someone asked you, “Dr Nicholson, what is your occupation?” or “What is your 
profession?” what would your answer be? 
A Depending on the circumstances, I might say that I am self-employed or, in 
general terms, that I am Editor of the Bulletin of Medical Ethics. 
 
Q I will ask you about that.  You do say on your CV that your present position is  
editor and chief writer and, since 1989, proprietor of the Bulletin of Medical Ethics.  Can 
you tell us when the bulletin last published?  It seems to us that it is late 2005 or early 
2006.  Is that right? 
A The last issue came out in September 2006. 
 
Q That is almost two years ago? 
A Almost two years ago.  There is another one proposed for later this year. 
 
Q When it did come out more regularly, what was the frequency of it?  Was it 
four times a year or three times a year?  What was the setup? 
A For the longest period of time, it was ten times a year.  Initially, it was 12 times 
a year. 
 
Q When did it go down to being only once or twice a year or indeed now as it is 
nothing for two years? 
A At a point where I had a succession of illnesses, an accident and an operation and, 
since I do most of the work myself, it became difficult to keep it going. 
 
Q So, when was that – 2003, 2004, something like that or earlier? 
A No, that was from the late summer of 2006. 
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Q You say that, at its height, it would come out 12 times a year or ten times a year.  
Was it a subscription journal?  In other words, did people subscribe to it and pay money 
to receive it? 
A Yes. 
 
Q What sort of number of subscribers did you have at the high point? 
A I think that the highest number of subscribers I had was 1,400, which is roughly 
average for a specialist journal. 
 
Q What sort of number of subscribers did you have more latterly at the time that you 
ceased publishing it so frequently? 
A The circulation at last issue was about 1,100 copies.  Of those, approximately 850 
would have been bought copies because I have always supplied over 200 copies of every 
issue to people in Central and Eastern Europe who are unable to afford journals but who 
are interested in medical ethics. 
 
Q Presumably, insofar as it is a subscription journal and, as you say, there are 
bought copies, you make your living from selling the bulletin. 
A I make a sort of living.  I could not do it if I did not have a wife with a good job. 
 
Q The position is that you make money out of your writing in that bulletin. 
A Yes. 
 
Q You describe yourself on your CV not just as the editor but the chief writer.  Is it 
fair to say that probably 80 per cent plus of what has been written in the bulletins has 
been written by you? 
A Less than that. 
 
Q What would you say? 
A It is probably between 40 and 50 per cent because clearly I have articles that are 
submitted by other authors and a fair amount of the material each time is official 
statements, codes of practice and that sort of thing. 
 
Q You also give talks to ethics committees and provide training, as you have told us, 
to ethics committees.  Is that paid work? 
A Usually, yes. 
 
Q So, you make money from going to talk to ethics committees and providing 
training? 
A Yes. 
 
Q You also – and we are going to come to it in due course in some detail – appear to 
do a reasonable amount of TV and media work.  You have provided comments at the very 
least on this particular case to Channel 4, ITN News, the BBC, the Sunday Express, the 
Daily Express and the Staffordshire Sentinel. 
A I do not keep accurate records of everything to whom I have spoken, but certainly 
I do work for the media, yes. 
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Q Presumably that work is paid work.  You are paid as an expert. 
A Not usually.  Some of it may be.  If I am asked to go into a studio by BBC or ITN, 
then there is often a minimal fee.  It is extremely uncommon for the fee to reach £100. 
 
Q Of course, the purpose and the benefit to you of doing some of that media work of 
getting yourself exposure in the national media is that it will usually be accompanied with 
the reference that you are the editor of the Bulletin of Medical Ethics and it is another 
way of promoting or advertising your bulletin. 
A No because I do not believe that I have ever gained any subscriptions to the 
bulletin in that way.  I certainly cannot recall anybody coming and saying, “I am going to 
subscribe to your bulletin because I saw or heard you in the media”.  No.  What I regard 
as my role in medical ethics was that, when I started doing this, there were extremely few 
people willing to talk to the media at all about issues in medical ethics.  So, for the last 
25 years, I have felt it important, since I know something about the subject, to be willing 
to try to enhance the quality of discussion of ethical issues in the media.  I know perfectly 
well that I do not get any more subscriptions or any more money from doing that media 
work, I just think that it is important to try and improve the quality of discussion 
generally. 
 
Q I am going to suggest to you that it is a way or promoting yourself and it could be 
a way of promoting the bulletin of which you may not be aware – somebody may well 
subscribe to it having seen you or a library may subscribe to it having seen it.  It is way of 
promoting yourself and the bulletin by appearing on the TV and in national newspapers. 
A That has never been the intention.  The intention has always been in my mind to 
ensure that medical ethical issues get proper discussion in the media.   
 
Q I am going to come to it in due course but the reason why I asked you how you 
describe yourself or what is your profession is that you were variously described in 
different media reports as having an expertise and I wondered if you would care to define 
for us what you say your expertise is.  What would you describe yourself as an expert in? 
A In general terms, I would say that I have an expertise in medical ethics. 
 
Q Let me ask you a number of questions about that.  Firstly, do you have any formal 
professional, scientific or other qualification in medical ethics? 
A The only one that I have is an American qualification called CIP Certified IRB 
professional, which is an exam and qualification available to those who run the American 
equivalent of research ethics committees. 
 
Q Therefore, you have no academic, scientific or other qualification, exam or 
anything else applicable in this country in medical ethics. 
A No because at the time that I was developing my interest in medical ethics, there 
were no such qualifications available. 
 
Q Do you hold now or have you ever held any academic position in medical ethics? 
A I have been a visiting lecturer in various universities. 
 
Q I am asking you, do you now hold any academic position in medical ethics and 
not wishing to denigrate the position of a visiting lecturer, I am asking whether you are 
on a board at some university or of some recognised publication other than your own 
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Bulletin of Medical Ethics.  Do you hold a current position because we do not see it on 
your CV? 
A I am a member of the Editorial Board of a journal called Clinical Ethics.  I direct 
the training programme in research ethics at King’s College London.  Those, I think, are 
the two that I would suggest at the moment. 
 
Q Would you describe yourself as a medical expert? 
A Not as a medical expert, no. 
 
Q And you would want to make it clear to people that you are not a medical expert, 
would you not? 
A Which people? 
 
Q If you are approached by the BBC or Channel 4 or the Sunday Express to 
comment on a medical matter, you would wish to make it clear to them that you are not 
a medical expert. 
A That is right, but anyway they do not approach me to comment on medical 
matters, they approach me to comment on the ethical matters. 
 
Q If you were aware of the Sunday Express or The Sentinel, for example, describing 
you as a medical expert, you would feel that it is appropriate to put them right. 
A If I saw that they had done that, yes, but I am afraid that I do not make a point of 
following up every possible time that I have been mentioned in the media. 
 
Q Since 2000 when you ceased to be registered with the General Medical Council, if 
anybody had asked you, “Are you a doctor?” you would presumably answer that question 
by making it clear that you are not a registered medical practitioner because you would 
not want there to be any doubt about it.  Is that right? 
A I am trying to think whether that has ever happened but certainly, yes, I would 
make it clear that I am not registered but that I am medically trained. 
 
Q I want to ask you about the ceasing of your registration.  You told us that it was 
because you had not been in clinical practice for a number of years and so you wondered 
in the circumstances whether it was appropriate for you to continue to be registered and 
I think you made some reference to the only benefit would be prescribing privileges and 
you felt that it would be inappropriate for you to be prescribing. 
A That is right. 
 
Q You do not have to of course prescribe.  Doctors have prescribing privileges but it 
is not mandatory to prescribe, so you do not need to come off the Register to stop 
yourself prescribing, do you? 
A You do not have to, no, and I have not been prescribing for some years, but the 
question was what value to me was there for remaining on the Register.  I was never 
going to back to clinical practice.  I do not earn much money out of the bulletin and the 
additional few hundred pounds I felt were better saved. 
 
Q You say that but, if you are sitting on medical ethics committees and if you are 
training research ethics committees which will include doctor members and if you are 
editing a bulletin, not just of ethics but of medical ethics, surely it is going to give you  



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D28/5 

Transcribe UK 
VRS Ltd 

01889 270708 
 

 
more credibility in all of those matters to be able to say, “I am a registered medical 
practitioner”. 
A Not in the slightest.  The vast majority of such training is done by people whose 
background is philosophy and a lot of the ethics journals are also edited by people who 
are philosophers and who have no medical training at all.  It is not something that is going 
to greatly enhance my position at all. 
 
Q If that is the case and you are saying, “I am not relying on being a medical 
practitioner and I do not need to for credibility with these committees or with the training 
or as being editor of the bulletin”, do you think it might be fairer if you described yourself 
as Mr Nicholson, so that there would not be any confusion among the press or the public 
that you are a medical practitioner? 
A It might be but I think that most doctors who cease practising continue to call 
themselves doctor.  It seemed not unreasonable to let people … Various people call me  
Dr or Mr or Americans call me Professor.  I sometimes correct them and I sometimes let 
it go because it is a matter of little consequence to me. 
 
Q It may be of little consequence to you but it may be of quite a lot of consequence 
to people who are reading what you write either in your bulletin or in The Sentinel or in 
the Daily Express or hearing you talk on the BBC or the ITV where up comes the strip 
line, “Dr Richard Nicholson, Editor of the Bulletin of Medical Ethics”.  The average 
member of the public is going to think that you are a medical doctor editing a bulletin of 
medical ethics and there is a risk that someone will describe you as a medical expert and 
you would not want that to happen, would you? 
A I would prefer not to be called a medical expert; I would prefer to be called an 
expert in medical ethics. 
 
Q Let us go on to your expertise and expert witness work etc.  Is the effect of the 
fact that you have ceased registration with the General Medical Council that you in fact 
have no professional body? 
A I have no professional body, no. 
 
Q Therefore, if Dr Southall or any of the other doctors wish to complain about your 
conduct in terms of things that you have written or said over the years, sadly there is no 
professional body to whom they can make complaint. 
A Not now, no. 
 
Q And not since 2000 since you ceased your medical registration. 
A That is correct. 
 
Q What it means as well is that there is no body that regulates your conduct.  You 
can frankly do what you like, say what you like, go on the TV, write what you like, come 
and give evidence here as you like and there will be nobody to regulate your conduct.  Is 
that not right? 
A So, one goes to self-regulation but one has to be extremely careful.  It makes one a 
great deal more careful in how one writes and what one says and the situations within 
which one says anything at all. 
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Q I am glad to hear you say that because I am going to take you in due course to, 
sadly, a number of examples where you have not been in the least bit careful about what 
you have said or what you have written in circumstances where there is no body can 
regulate what you do.  You regulate yourself as you have just said.  Yes?  
A Well, I think there are plenty of people in the same position.  
 
Q But they are not putting themselves up as expert witnesses, are they?  
A I have no idea.  
 
Q Let me ask you ---  
A Not everybody in the world is a member of a professional body.  
 
Q But if they are not, they do not usually end up as being an expert witness in a 
court.   
A I have not studied that subject.  
 
Q Let me ask you about that.  Are you a member of the Institute of Experts?  
A No, I am not.  
 
Q Have you ever done expert witness work in the courts, in the High Court, in the 
criminal courts, the civil courts?  
A No, I have not.  
 
Q Is this your first foray into being an expert witness in your career?  
A Is this - sorry?   
 
Q Your first foray into being an expert witness in a court, disciplinary, contentious, 
adversarial type proceedings in your career?  
A No, it is about the sixth occasion I think that people have asked for my opinion on 
issues to do with research ethics.  
 
Q No, I am not asking that.  I said in a court or in a court setting, have you ever been 
an expert witness in a civil court, a criminal court or a formalised disciplinary type 
proceeding like this?  
A This is the first time I have appeared to give oral evidence, but I have been asked 
for written reports previously.  
 
Q In what sort of circumstances?  
A As I say, invariably issues to do with research ethics.  
 
Q But where do those arise?  In other words, I have asked in the courts, is it because 
a drug company is being sued?  Is it because a doctor is being complained about?  What 
context are you doing it?  
A The majority of them have been GMC cases where doctors have been facing 
charges which relate to research ethics.  In one case it was a libel action.  In another case  
I was asked to give an expert opinion for an Irish national commission.  
 
Q But none of those cases ever came to court, so the GMC ones did not actually end 
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up with a hearing or, if they did, they chose not to rely on you?  
A That is correct.  
 
Q What was it?  Was it that they chose not to rely on you when it came to a hearing 
or the hearings never happened?  
A I think in all the General Medical Council and General Dental Council cases that 
I have been involved in they chose not to ---  
 
Q Rely on you?   
A (No verbal answer) 
 
Q You signed an expert witness declaration in this case in the report that you signed 
on either 14 or 19 March 2008.  I do not know if you have a copy of it there.  Got it?  
A Yes.  
 
Q I cannot decipher whether it is the 14th or 19th, but in any event it is in March of 
this year.  Yes?   
A The 14th.  
 
Q I am grateful.  I want you to look at the penultimate page where you have the 
declaration of truth and you set out what you declare in terms of your duties.  I want to 
see, first, if you still stand by these and feel that these are appropriate declarations for you 
to make in the context of evidence in this case.  In due course I will explore with you 
whether in fact you have honoured those duties.  Okay?  The first one is 1.1.  It says:   
 

“I understand that my duty in providing written reports and giving 
evidence is to help the Panel, and that this duty overrides any 
obligation to the party by whom I am engaged or the person who is 
paid is liable to pay me.  I confirm that I have complied and will 
continue to comply with my duty.”   

 
Yes?  
A Yes.  
 
Q You stand about that?  
A I stand by that.  
 
Q You know that the party on whose behalf you are engaged, or the parties, are Mr 
and Mrs Henshall?  
A Sorry, could you ---  
 
Q You know, do you, that the parties on behalf of whom you are engaged are Mr 
and Mrs Henshall?  
A I had assumed I was engaged on behalf of the General Medical Council.  
 
Q No, you are engaged on behalf of Mr and Mrs Henshall, who are the complainants 
in this case and who bring this case.  Do you understand that?   
A I understood that I was engaged on behalf of the General Medical Council.  
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Q Right, well, if I tell you that you are engaged on behalf of the Henshalls, do you 
still feel happy about making the declaration at 1.1?   
 
MS SULLIVAN:  I think it is both in fact, to speak accurately ---  
 
MISS O’ROURKE:  We understood and have had confirmation from a relatively senior 
level that it is the Henshalls.  I put that to him.  If that is the position ---  
 
THE LEGAL ASSESSOR:  Sorry, that it is the Henshalls who?   
 
MISS O’ROURKE:  Are the complainants in this case and the party to the proceedings.  
When the word used is “any party by whom I am engaged”, this is an old Rules case and 
we established at the start - is it Schedule 4 of paragraph 13 or is it paragraph 13 of 
Schedule 4, the definition of a party to the case and the parties to this case are the 
Henshalls.  They are the complainants and so the party ---  
 
THE LEGAL ASSESSOR:  Does it matter whether it is the Henshalls or the Henshalls 
and the GMC for the purpose of your question ---  
 
MISS O’ROURKE:  Probably not because the point that I am putting to him is now that 
he understands that it is the Henshalls at the least on whose part he is engaged, does that 
make any difference to your compliance with the duty?   
A No.  
 
Q Right.  You know the Henshalls independently of this GMC proceeding, do you 
not?  
A They were in touch with me I think before they had - I cannot remember whether 
it was actually before they had made a complaint to the GMC, but I suspect it probably 
was just before they made the complaint to the GMC.  
 
Q Not the question because I am going to come in detail in due course as to the 
degree of your involvement with the Henshalls.  The question is this:  you know the 
Henshalls independently of this proceeding?  In other words, you becoming involved as 
an expert witness and becoming instructed as an expert witness in this case.  Is that 
correct?  
A I knew them before this case started, yes.  
 
Q Not just before this case started.  Before you were instructed by Messrs Eversheds 
to be an expert witness in this case?  
A Before I was instructed by Eversheds, yes.  
 
Q We have had a copy of the instruction sent to you by Eversheds.  They are not 
dated, but we understand at some time at the end of last year, beginning of this year.  Is 
that correct?   
A I think I received them in the first week of January.  
 
Q That is what I understood to be the end of the year, beginning of this year.  
Therefore, your instruction as an expert in this case for which you would complete an 
expert witness declaration dates for six months only?  
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A Yes.  
 
Q Your knowledge of the Henshalls goes back ten years?  
A Approximately.  
 
Q Your dealings with the Henshalls has been over a period of ten years?  
A It was mostly back in the 1990s.  I have had virtually no dealings with them in the 
last five years, at least.  
 
Q We will come to that in due course as to whether you have or have not.  Do you 
feel that it was appropriate for you to accept instructions as an expert in this case where 
you yourself had been involved with the Henshalls over a number of years?  
A After discussion with the instructing solicitors and making clear to them that I had 
had that involvement, it seemed to me that this was reasonable.  
 
Q We will come back to it in due course.  I want to ask you about paragraph 1.3:   
 

“I know of no conflict of interest of any kind, other than any which 
I have disclosed in my report.” 

 
I have read your report carefully on a number of occasions and I did not discern any 
conflict of interest identified in the report.  Am I right?  
A You did not discern?   
 
Q I could not find any conflict of interest identified in the report?  
A I do not believe that I have any conflict of interest.  
 
Q So you do not believe you have any conflict of interest in terms of giving evidence 
in this case?  
A No.  
 
Q That is your considered answer?  
A It is my considered answer.  
 
Q You understand that you are being called as an independent expert because that is 
what paragraph 1.1 of the declaration says.  Yes?  
A Correct.  
 
Q To assist the Panel?  
A Yes.  
 
Q Do you think you are independent in the matter of CNEP and in particular in the 
matter of Dr Southall?  
A I think it would have to depend on exactly how you define the word independent.  
If you mean that I should have had no knowledge or contact of any sort prior to this 
hearing with the subject matter of this hearing then I would not be independent, but 
believe that in the way that I give my evidence and in the way that I consider the issues in 
this case, I am fully able to be independent.  
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Q Does not independence go much wider than that?  Let me put to you the aspects 
that I say are important of independence.  One, that you have no connection with either 
party, in other words Dr Southall or the Henshalls.  That is what independence means; 
you are not connected to either party.   
A Merely being aware of their existence, does that constitute a connection?   
 
Q You have been more than aware of their existence, Dr Nicholson, and we are 
going to go into in some detail, sadly, in due course.  Do you consider yourself to be 
independent of the Henshalls?  
A Yes, I do.  
 
Q You do?  We will look at that in due course.  Secondly, independence means that 
you have no preconceived ideas on the subject and you therefore approach the papers that 
Ms Morris sends you and the documentation that she sends you with an open mind.  Were 
you in a position to do that?  
A Yes.  
 
Q I am going to suggest to you - and, again, we are going to have to look at it, sadly, 
in some detail - that you were completely not in a position to do that because you had 
pinned your colours to the mast in your bulletin of medical ethics, in the Daily Express, 
on the BBC and in various other places on many occasions, over many years, which 
completely stripped you of any opportunity of independence.  You do not agree?  
A I do not agree, no.  
 
Q Thirdly, independence, I would suggest to you, means this:  you had not been part 
of the factual matrix of the case in question, of the circumstances, and so therefore you 
could come to it and give the Panel an independent view, not as somebody who had been 
a participant in it.  Were you able to fulfil that criteria?  
A Sorry, could you repeat the question?  I am finding it ...   
 
Q You are not part of the factual matrix.  In other words, you had not been involved 
in the GMC complaint.  You had not been involved in matters pertaining to CNEP and 
inquiries and various other sequelae from the trial.  In other words, you come to it as 
somebody who has had no factual matrix involvement and can therefore give an 
independent, equals objective, opinion?   
A The factual involvement that I had had was being invited by the Griffiths Inquiry 
to write a background report for that Inquiry.  
 
Q I say it is more than that and I am going to come to it in due course.  Therefore, 
I do ask you to consider whether you had in fact been part of the factual matrix of the 
complaint to the GMC?  
A As I say, my involvement in the factual matrix, as you call it, was involvement 
with the Griffiths Inquiry, who asked me to help them.   
 
Q We will look at that, whether you put yourself up to criticism or somebody else 
did.  Next, can I look at your next paragraph, 1.4:   
 

“I do not consider that any interest which I have disclosed affects my 
suitability as an expert witness on any issues on which I have given 
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evidence.” 
 
You have not, of course, disclosed any interest either in your report or indeed now.  Do 
you think that the matters that I have put to you so far affect your suitability as an expert 
witness?  Do you think you can be an independent and objective expert in this case?  
A I do so believe, yes.  
 
Q You do?  Can I ask you this:  have you ever met David Southall?  
A No.  
 
Q Have you ever been in the same room as him before last Thursday or Friday?  
A Not that I am aware of.  
 
Q You have written a huge amount about him in the last ten years.  Would you 
agree?  
A I would not call it a huge amount, no.  
 
Q You have sold a number of bulletins where the bulletins have been full of his 
name and indeed where complete issues of the bulletin have been written around him?  
A I do not believe that any issue of the bulletin has been purely written around him.  
 
Q You wrote one whole issue of the bulletin around the outcome of the Griffiths 
Inquiry and another whole issue of the bulletin around the outcome of the suspension of 
Southall and Samuels.   
A A whole issue?   
 
Q Mmm. 
A No, I mean, certainly I reported the findings of the Griffiths Inquiry because they 
are very important ...  
 
Q You wrote whole issues---  
A ...what they had to say about research ethics governance and I used that 
opportunity to put with it the modified version of the background paper that I had written 
for the Griffiths Inquiry. 
 
Q We are going to look at it in due course but it is the whole issue.  The whole issue 
is dedicated to the Griffiths Inquiry and CNEP? 
A It is not the whole issue.  There is a lot of other material about totally different 
subjects in that issue of the Bulletin. 
 
Q We will look at it because we have got it.  You have made money (is going to be 
my suggestion) over the years out of the David Southall name.  You have promoted 
yourself in the media using the attraction of the David Southall name and you have 
promoted your bulletin using the attraction of the David Southall name? 
A I have done no such promotion. 
 
Q Have you ever written anything positive about David Southall in those ten years? 
A Have I ever…? 
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Q Written anything positive about David Southall in those ten years in your bulletin 
or said anything positive to any media outlet or in any event ever praised David Southall 
in those ten years? 
A I may well have made people aware that some of his research has been useful, yes, 
but I am not--- 
 
Q No, that is not what I asked you.  Have you ever written anything positive about 
David Southall in those ten years? 
A As a purely positive article, probably no. 
 
Q You have written, on the other hand, a number of negative articles about him and 
made a number of disparaging and negative comments about him to the media – ye? 
A I have questioned the ethics of research that he has done. 
 
Q You have made disparaging comments about David Southall to the Griffiths 
Inquiry and to the media – yes or no? 
A I would need to see what you regard as disparaging comments. 
 
Q Let us answer the basic question first:  do you consider that you have made 
disparaging comments about David Southall in the last ten years to the national and local 
media, yes or no? 
A The answer is no. 
 
Q If you had made such disparaging comments and if the Panel were to judge those 
comments when they saw them as disparaging or indeed possibly defamatory would you 
then accept that it would be inappropriate for you to put yourself forward as an 
independent expert in a case against David Southall? 
A Since I do not accept that my intention has been to disparage David Southall 
rather than to question his ethics I would still think that I am capable of being an expert 
witness about ethics. 
 
Q I am putting to you the hypothetical that is not quite so hypothetical because your 
words will be seen – that is one of the dangers, Dr Nicholson, of putting things in writing; 
it is there for all to read – and to apply the plain, ordinary meaning to the words.  If the 
Panel, on seeing some of the material that you have written about David Southall or, 
indeed, we have got the DVD clips and we can put them on a computer and play them so 
we can see you in glorious Technicolor, if the Panel were to determine that some of the 
material and things that you have said would amount to disparaging and negative 
comments, would you agree that that would leave you unsuitable to be an independent 
expert against David Southall? 
A I am not sure that that would be for me to decide.  I think it would be for the Panel 
to decide. 
 
Q If somebody else decided that it was disparaging as a matter of fact, would you 
then concede on what you know about expert duties and the expert witness declaration 
that you have made, that it would be inappropriate if somebody did think that you had had 
an axe to grind against David Southall or a bias or you had misused your position to 
wrongly and adversely comment on him, would you concede it would be appropriate for 
you to then say “I should step down as a witness because I cannot be an independent 
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expert”? 
A I am still not sure that it is for me to say. 
 
Q Let me phrase it in another way.  Would you recognise the importance as part of 
the test of independence that somebody would not have previously disparaged the subject 
or one of the parties would not previously have made excessive and unwarranted negative 
comments about one of the subjects because that could seriously question their ability 
thereafter to be independent? 
A If there were excessive comments, if there were thoroughly disparaging 
comments, if I am this terrible person you are trying to make me out to be, then I suspect 
the Panel would regard me as not being a suitable person to be an expert, but I am afraid 
my concern all along has been to look at the ethics of research and therefore I do not 
really accept the picture that you are painting of me. 
 
Q Do not worry – I am going to take you to the relevant contemporaneous 
documents.  The next declaration that you employed in your witness declaration, 1.5, is 
you will advise the party by who you are instructed if there is any change in 
circumstances which affect your answers to points 1.3 and 1.4 above – that is the conflict 
of interest position.  Are there any change in circumstances which would now cause you 
to declare a conflict of interest that is not set out in your report? 
A I do not believe so. 
 
Q Have you been provided with the transcripts of this hearing? 
A I have been provided with some, not all. 
 
Q Can you assist us as to what transcripts you have been provided with? 
A I received a file of the first two weeks, I think, and thereafter they have been e-
mailed to me, but I have not been able to read all of them. 
 
Q Have you read the transcripts of the evidence of Carl and Debbie Henshall? 
A Some of it but not all. 
 
Q Have you read the bits where I cross-examined each of them about the connection 
to you? 
A I have probably read much of that, yes. 
 
Q Including cross-examining Carl Henshall about you sending him a fax and him 
sending you a fax and you having each other’s fax numbers – yes?  Have you read that? 
A I do not recall having read it, no. 
 
Q Or Carl Henshall giving evidence that you had invited him to come to a meeting 
that you were organising and running and that he came along and spoke on the platform 
at a meeting that you organised? 
A That, I assume, was a meeting of the Association of Research Ethics Committees. 
 
Q So you do not feel that having read that evidence that would jog your memory to 
say that you might want to declare some sort of conflict of interest in this case?  Carl 
Henshall was coming to talk to that group about CNEP and his experiences of it and 
campaigning in respect of it and you were therefore hearing his evidence outside the 
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forum of the General Medical Council Fitness to Practise Panel.  You do not feel that 
should cause you to declare a conflict of interest because you have heard evidence from a 
party and indeed had discussions with a party that is evidence that has not been before 
this Panel? 
A I, frankly, do not recall what he actually discussed at that meeting.  I am not even 
sure whether I was at the meeting myself. 
 
Q We have your answer – it is on the transcript now and we can examine it in due 
course.  In your report you identify the material that you said you had seen – yes?  I will 
just turn up the page for you.  It is not numbered but it is paragraph 21; the pages are not 
numbered but the paragraphs are.  Okay? 
A Yes. 
 
Q You say, “In order to consider the issues in this matter I have been provided with” 
and so you identify what you have been provided with, and then you list a number of 
witness statements, thesis, several other published papers relating to CNEP, various 
responses on behalf of Dr Spencer, and you mention you have seen anonymised scoring 
sheets for patients in CNEP and log - okay? 
A Yes. 
 
Q You use the word “provided” there; the words in paragraph 1.6 of the expert 
witness declaration are “I have shown the sources of all the information I have used”, 
which is not necessarily everything that you are provided with; it can be other material 
that you yourself have independently had access to or have had knowledge of – yes? 
A Yes.  Clearly, since I have referred to a number of different sets of guidelines 
about the conduct of research and clearly I have--- 
 
Q I am not worried about those.  What I am worried about is all the other material 
that you have seen that you have not identified in your report concerning CNEP over a 
period of ten years of your interest and involvement in CNEP.  It is true that you have 
seen a lot of other material, is it not, independent of what your instructing solicitor sent 
you?  You probably did not need her to send you a lot of the bundle because you have 
seen all sorts of documents over the years? 
A In the late 1990s I was certainly provided with some information by the 
Henshalls. 
 
Q Indeed.  So you have had information direct from a party to the proceedings and 
you have not disclosed it in your report.  Why not? 
A Because I did not refer to it in producing this report and--- 
 
Q Under the declaration, “I have shown the sources of all information I have used”. 
A The information I used in preparing the report was what I have listed here.  
Probably I was certainly sent various papers by the Henshalls back in the late 1990s; I 
have no idea where they are, I have certainly not referred to them in producing this report. 
 
Q Not just papers – you saw confidential documentation, you saw scoring sheets for 
individual patients and you saw some medical records, did you not? 
A I saw some scoring sheets certainly. 
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Q You saw some medical records for some patients, did you not? 
A I simply do not recall whether I saw any medical records.  I certainly did not refer 
to them in producing this report because I have not looked at them for at least eight years. 
 
Q Do you not think it would have been important to declare in this report that you 
had seen other material and that you in fact had material provided to you about CNEP 
independently from the Henshalls and indeed you had gathered material from other 
sources? 
A Since I did not refer to it in my report, since I have no memory of the detail of 
what I had seen and it formed no part of writing the report, no, I did not think it was 
necessary. 
 
Q Paragraph 1.8 of the expert witness declaration.  You say: 
 

“I have endeavoured to include in my report those matters, of which 
I have knowledge or which I have been made aware, that might 
adversely affect the validity of my opinion.  I have clearly stated any 
qualifications to my opinion.” 
 

Do you not think that it might adversely affect the validity of your opinion the fact of the 
close connection that you had had a number of years ago with the CNEP complaint and 
with the Henshalls? 
A I believe that I can still provide independent expertise. 
 
Q But you would nonetheless want to.  The words here are:  
 

“I have endeavoured to include in my report those matters, of which 
I have knowledge or which I have been made aware that might 
adversely affect the validity of my opinion”.   
 

You have done no such thing; you have made no reference in your report to the fact you 
have had had direct one-to-one dealings with the Henshalls by phone, by fax, by 
meetings, by receipt of documents, by provision of documents over a number of years.  
Why not? 
A Because those contacts were a considerable time ago and I do not believe that they 
have influenced the writing of the report, which was based on the documents that I have 
said it was based on. 
 
Q Is that not for other people to judge?  Is it not for you to declare it in your report, 
particularly when you sign a declaration “I have endeavoured to include”, is it not worth 
you putting in one paragraph to state so and let others judge whether that might affect the 
validity of your opinion, rather than to completely ignore it? 
A It probably would have been a wiser course to have done so, but given that I have 
no recollection of the details of the documents or conversations that I had ten years ago 
with the Henshalls I at the time did not feel that it was necessary. 
 
Q The final paragraph I am going to ask you about in the expert witness declaration 
is 1.9: 
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“I have not without forming an independent view included or 
excluded anything which has been suggested to me by others 
including my instructing lawyers.” 
 

Have you been influenced over the years by things said to you by Carl and Debbie 
Henshall, have you believed what they have told you and has that in any way affected 
your opinion? 
A I think I have applied my critical faculties to what they have told me in the same 
way as I would to material from any source. 
 
Q But does that then disqualify you from being an expert witness, because if you 
have met them, you have formed a judgement of them, they have told you things, you 
have accepted them as true, indeed you have parroted them in the press, does that not 
disqualify you from being an independent expert when one of the roles of this Panel will 
be to determine whether the accounts they have given this time on oath and this time 
challenged stand up to scrutiny? 
A I do not believe that it does so disqualify me. 
 
Q So the fact that they have said things to you and you have taken them on board 
and not in any way challenged them, you still think that you can classify that as an 
independent view? 
 
MS SULLIVAN:  He did just say he had applied his critical faculties to what he was told. 
 
MISS O’ROURKE:  Indeed he did, but I am saying it is not independent – I am about to 
come to the next point.  (To the witness)  It is hardly independent if you have not heard 
the other side of the story, is it? 
A This is a question of whether the other side of the story has been provided.  I have 
certainly invited on one occasion Professor Southall to present his side of the story in the 
Bulletin of Medical Ethics and he did not do so. 
 
Q We will come and look at that.  
A So having tried that… 
 
Q We have got the correspondence in respect of that and I am about to come in due 
course as to whether anybody would want their name associated with the Bulletin of 
Medical Ethics, but the point is you have not heard Dr Southall’s testimony, you have not 
heard Dr Spencer’s, you have not heard Dr Samuels’? 
A No. 
 
Q So you have accepted Debbie Henshall’s claims that her consent was forged or 
was not informed consent without having heard or seen the material documents? 
A I have not accepted that.  
 
Q We will come in due course to see whether or not--- 
A Nowhere in my report do I say that I accept that. 
 
Q Right.  That is not 
A That is what I say, when I am applying my critical judgment but that was in the 
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past and what I have done here is write a report and said the basis upon which I wrote the 
report. 
 
Q Is that right?  Let me just quote you from your conclusion to your report and see if 
you stand by it and then we will come back to applying your critical faculties.  Can I read 
from paragraph 59 from your report? 
A Yes. 
 
Q  

“My overall impression from the documents provided is that there was 
a determination at North Staffs, to show that CNEP had a valuable 
place in the ventilation of premature infants.  Several supporting 
studies went on at the same time as the main study and added to the 
research burden on a probably inadequate number of staff.  For 
whatever reason, a casual approach to research developed.  Neither 
parents nor the ethics committee were adequately informed about the 
main research project.  There was likewise a lack of rigour in the trial 
design and measures to exclude the possible source of bias, which 
carried over into a casual approach to collection and analysis of data. 
Taken with the ways in which some results were presented in a skewed 
fashion, it means that the Pediatrics paper is not an honest and accurate 
report of the study findings.” 

 
OK?  So you have made a number of judgments in there, have you not, without hearing 
the other side of the story?  You have judged there is probably an inadequate number of 
staff.  There is no evidence that we have heard or seen that puts that to be the place.  You 
have attributed bad motives to the researchers by saying there was a determination at 
North Staff so show CNEP had a valuable place.  You then say there is a casual approach 
to the research.  We have heard no evidence of that.  You say neither parents nor the 
Ethics Committee were adequately informed, so you have reached a conclusion on that.  
You then conclude there is a lack of rigour in the trial design, with as far as I am aware 
no expertise, and certainly the Panel has ruled that, for you to make that assessment.  You 
then say there is a casual approach to collection and analysis of data – no idea where you 
get that from.  Then you say that the whole scoring system is skewed when again this 
Panel has ruled you have no expertise on it. 
 
You are accepting parents saying that there is no informed consent based on material that 
you have heard outside of this hearing, are you not? 
A No, I am working on the basis of the information sheet which was provided to the 
parents. 
 
Q Right.  That is not the answer to parents not being adequately informed.  That is 
why I asked you what transcripts you had had and I am getting the feeling – correct me if 
I am wrong - that you may well have had them all and, indeed, Miss Morris can confirm 
for us in due course hopefully what transcripts you have had, but you probably have not 
bothered to read a lot of them? 
A I have been ill for much of the last month and I have had a certain amount of time 
available and I have tried to read as many of the transcripts as possible but I have not read 
every single word of it. 
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Q Did you read the transcripts of the evidence of Dr Brookfield?  (Pause)  He is one 
of the consultant paediatricians at the time.  All of the patients would have been under his 
name or under Dr Spencer’s name, so he is a very important witness because he is able to 
say what his department was like, whether it was properly staffed, what his doctors did, 
how the tanks worked.  He was also a co-signatory on the paper.  Did you read his 
evidence? 
A I do not believe I have.  
 
Q Did you read the evidence of Dr Morgan?  He is one of the principal people taking 
consent, now a consultant neonatologist and who gave evidence about the taking of 
consent, the staffing of the department and how they worked with the CNEP tank.  Did 
you read his? 
A It does not immediately come to mind.  I do not believe I have read that.  
 
Q Did you read Dr Joe Raine’s evidence?  You know who Joe Raine is – one of the 
authors of the paper who wrote a thesis that you say you were provided with and who 
gave evidence last week, I think it is, just before you and gave evidence about the scoring 
system, about in particular the neck trauma incident at Queen Charlotte’s.  Did you read 
his evidence? 
A No, I have not see his evidence yet.  
 
Q Dr Nicholson, do you feel it is appropriate for you to be sitting here giving expert 
evidence if you have not read the evidence of the key witnesses in this case? 
A I would be a great deal happier having had the chance to do that but, as I say, I am 
afraid I have been ill. 
 
Q Did you tell Miss Morris, your instructing solicitor, “Thank you very much for the 
transcripts.  Unfortunately I have not been well and I have not had a chance to read them. 
 Can you or Ms Sullivan highlight for me the important ones which I should read before I 
give my expert evidence, or can I postpone my expert evidence for a couple of days so 
that I have the opportunity to read them?”  Did you say that? 
A I have not said that no. 
 
Q I saw you yesterday sitting in the GMC witness room for most of the day – no 
fault of yours – while legal arguments and wranglings went on.  I saw you, I think, sitting 
reading a national newspaper.  That would have been the opportunity to read the evidence 
of Dr Joe Raine – much more important than reading the national press?  Yes? 
A It could have been, yes.  
 
Q Because you have made comments about consent and parents and informed 
consent and I am wondering where you are getting them from other than something you 
have heard outside this hearing – in other words that you have heard and taken from the 
Henshalls or any other parents that you have made or been involved with over the years 
as opposed to the evidence that was given in this Chamber by a number of parents who 
were subject to cross-examination.  Have you read any of the parents’ evidence from this 
hearing? 
A I have read the Henshalls’ evidence. 
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Q You told us a few minutes ago you did not read all of it? 
A I do not think I completed it all, no. 
 
Q Have you read any of the other parents’ evidence? 
A No.  
 
Q We had 13 parents in here apart from the Henshalls and I think it may be 
important that you read some of that evidence.  You said you have read the Henshalls’ 
evidence.  You presumably did not just read their evidence in chief.  You would have 
read my cross-examination of both of them? 
A Yes. 
 
Q So you would have seen that a number of points were put to them in relation 
particularly to the consent forms and the lies that they have told.  Did you read that? 
A I did.  
 
Q I called them a liar on probably 20-plus occasions, each of them.  Yes? 
A Yes. 
 
Q So you saw what was said and the documents that were put to them and the 
inconsistencies in their accounts over the years.  Yes? 
A Yes.  
 
Q You said in answer to my question about the Declaration of Truth: 
 

“I have not without forming an independent view included or excluded 
anything which has been suggested to me by others including my 
instructing lawyers”  

 
and you answered that you had formed an independent view because you had relied on 
your own critical faculties.  Yes? 
A Yes.  
 
Q You have in print on a number of occasions accepted the Henshalls’ story in two 
respects – one that they never gave informed consent and never knew there was a study or 
trial.  Yes?  Over the years you have gone into print accepting that version.  Yes? 
A Yes.  
 
Q Over the years you have also gone into print accepting the version that they had a 
baby killed by CNEP and a baby brain damaged by CNEP.  Yes? 
A Whether I have used those words I am not sure.  
 
Q You have accepted their accounts that their children were damaged by CNEP? 
A Yes.  
 
Q Having now read their evidence do you wish to revise those views? 
A I certainly--- 
 
Q Withdraw them and apologise to these practitioners? 
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A I certainly have no grounds for supporting the notion that the consent form was 
forged.  I appreciate that I have not see any evidence and apparently there is no evidence 
of forgery of consent forms.  
 
Q That is not the question.  It is that they never knew that this was a study or a trial? 
A That I cannot form an opinion about. 
 
Q What about CNEP damaging their babies? 
A Both of their infants were involved in CNEP – one survived damaged, one did 
not. Whether that is--- 
 
Q That is not the question and you know it. 
A Sorry? 
 
Q That is not the question and you know it.  Even if your medical practice is 25 
years ago you know very well what I am asking you.  I am asking you a question of 
medical causation, so do not play stupid.  The question is, do you stand by or support 
their contention which they maintain to this day and probably this moment that their 
babies were damaged by CNEP? 
A One cannot prove it either way.  All one can say is that their babies were treated 
with CNEP and that was the outcome, but yes, coincidence does not equal causation. 
 
Q It is rather more than that and we will come to it in due course.  Your Bulletin of 
Medical Ethics, it is not a peer review journal, is it? 
A No. 
 
Q You are the self-appointed editor, because you are the owner.  Yes? 
A Originally I was appointed by the Institute of Medical Ethics. 
 
Q The Institute of Medical Ethics in fact has its own journal.  It is called the Journal 
of Medical Ethics? 
A Part owned by the British Medical Association. 
 
Q Yes, but it is the Institute’s journal, the BMJ part owns it.  Yes? 
A Yes.  
 
Q That would probably be described as the second ranked academic journal in 
medical ethics in the world? 
A Yes, that would be not unreasonable.  
 
Q Right.  One of its editorial board, I think, describes it as such.  It is not a journal 
on whose board you sit and it is not a journal for which you write? 
A Not recently, no. 
 
Q  The Institute of Medical Ethics cut adrift your Bulletin of Medical Ethics and 
wanted no involvement, proprietorship or connection with it.  Correct? 
A The Institute of Medical Ethics effectively went bust in 1989 and they, in order to 
remain afloat, sold a half share in the Journal of Medical Ethics to the British Medical 
Association and were talking of closing down the Bulletin that I was editing and I asked 
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for the opportunity to keep it going as an independent journal. 
 
Q That is not the question.  It has no connection with and it does not endorse your 
Bulletin.  It does not give it its logo, its credit or anything of that sort? 
A No.  The Institute of Medical Ethics hardly functions nowadays. 
 
Q I am going to suggest to you your journal, among the medical profession, has no 
credibility, it is not peer reviewed, you write it and frankly you write what you like and 
nobody gets to correct what you write? 
A People have the usual possibility with any journal that if they do not like what is 
written they can write in response to it. 
 
Q Really? 
A And I will publish their letters or publish an article if they prefer to write a full 
article in response.  
 
Q Let us just examine that and let us look at one very relevant situation where that 
occurred. 
 
MISS O’ROURKE:  Sir, what I have done, I did not want to burden the Panel with a lot 
of material.  I have provided your Legal Assessor and ms Sullivan with some material 
that I am going to put to Dr Nicholson.  If copies are desired by the Panel we can do it.  
What I am going to put to Dr Nicholson now is a clip of all the documents I may take him 
to today and invite him to look at it and confirm whether it is right or not but, as I say, it 
is not that big a bundle, I can make it available for the Panel if they want to.  It is pretty 
much writings by him, correspondence by him or else articles and quoting him, but I want 
to, in the light of what he has just said, take him to where he was challenged as to what he 
had written in his Bulletin.   
 
Ms Sullivan has a copy, there is a copy for the shorthand writers, a copy for the witness 
and there are two copies for my learned friend.  (Same handed) 
 
THE CHAIRMAN:  Although it looks a fairly slim bundle I think if you are going to be 
putting extracts from a number of… 
 
MISS O’ROURKE:  It is all put together as one, sir.  I can put each as a single page; 
rather than have the faffing around doing that I put them all into one bundle and in fact 
there are two other slim individual pages and then there is one bundle that we have copied 
for the Panel and I would like this witness in due course to look at The Lancet articles – 
you will remember we mentioned them and I put them to the Henshalls.  We have copied 
them for all of the Panel because we feel it is important that we should have those.  I can 
run off other copies should the Panel want it. 
 
THE CHAIRMAN:  I think it might be helpful if we did have.  Why do you not get going 
on it for the moment and then perhaps they can be copied in the break because they will 
be breaking at about 11.00 in any event. 
 
MISS O’ROURKE:  (To the witness)  I want you to look at the second page of the bundle 
in front of you.  You will see that it is dated 29 May 1998 and it is a letter written by the 
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Lewington Partnership who were then the North Staffordshire Trust’s solicitors and it is 
written to the Editor of the Staffordshire Sentinel Newspapers Limited.  Do you see that? 
A Right. 
 
Q They write to say that they are very concerned about articles that appeared in 
The Sentinel which were emotively titled “Expert Raps Cot Death Probe ‘Risky’” and 
“I Was Misled – Baby Test Mum’” respectively.  Do you see that in the third paragraph 
down? 
A Yes, I do. 
 
Q  

“These articles refer to a news item together with comment section 
of the March issue of the Bulletin of Medical Ethics”. 
 

A Yes. 
 
Q  

“We have been instructed in respect of the article in that publication 
and have today delivered a letter in the strongest terms to its editor”. 
 

A Yes. 
 
Q So, they writing to The Sentinel which is quoted from yours and indeed the 
“Expert Raps Cot Death Probe ‘Risky’” which is a reference to you, you being the expert. 
 Yes? 
A I am sorry, where are you? 
 
Q The third paragraph: 
 

“The articles were somewhat emotively titled ‘Expert Raps Cot 
Death Probe “Risky”‘”. 

 
That reference to “expert” is you.  The Sentinel is describing you as an expert.  Yes? 
A Right. 
 
Q Then at page 4 of the bundle is the letter that the Lewington Partnership sent to 
you as the editor. 
A Right. 
 
Q And it says, 
 

“Dear Sir, 
 
Re: BULLETIN ARTICLE MARCH 1998 
 
We act for North Staffordshire Hospital NHS Trust and for Professor 
David Southall, Professor of Paediatrics and the Chairman of the 
Local Research Ethics Committee Dr Vivian Hughes. 
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We and through ourselves, specialist Counsel have been consulted in 
relation to the news item together with the Comment section 
appearing in the March issue of your Bulletin of Medical Ethics.  
The item, which was unattributed for reasons which are not entirely 
clear but which obviously require explanation, was headed 
somewhat emotively, ‘Making babies breathe low oxygen’. 
 

Do you see that? 
A Yes. 
 
Q  

“The article and its anonymous author were presumably purporting 
to give a responsible and fair account of medical research recently 
carried out at North Staffordshire Hospital’s Academic Department 
of Paediatrics under the auspices of Professor Southall who has an 
internationally renowned reputation in the field of respiratory 
medicine in children”. 

 
Yes? 
A Yes. 
 
Q I have left out the next couple of pages of the letter because it is rather lengthy – 
you can see them if you want to – but let me go to the last page which is the next page in 
the clip you have and it is the second paragraph down that starts on that page: 
 

“Our clients naturally have no desire to stifle proper, responsible, 
objective discussion of difficult ethical and scientific matters 
regarding studies upon human subjects but what cannot be tolerated 
are unjustified allegations which have the possible effect of 
undermining the work they do which, along with others, is intended 
to benefit children otherwise at risk of early death or ill health, and 
which depends upon the integrity of the medical researchers 
involved and the confidence of potential participants or their parents. 

 
We further find it quite extraordinary that the article was published 
without seeking any comment from the Trust or its officers.  The 
article is both inflammatory and ill informed.  It is not in accordance 
with acceptable standards of journalism and certainly is wholly 
inappropriate in an academic journal purporting to give objective 
and sustainable comment”. 

 
Let me stop there.  Are they correct in saying that you published what you did without 
seeking any comment from the Trust, its officers or Professor Southall? 
A As I recall, I was in touch with the local Research Ethics Committee --- 
 
Q That is not the Trust. 
A I am sorry? 
 
Q That is not the Trust or Professor Southall.  Were you in touch with the Trust to 
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ask for their comment on the research or Professor Southall? 
A No, I was not. 
 
 
Q Is that an appropriate way in which to behave if you are independent and objective 
or indeed practising responsible journalism? 
A Given that the research had already been published in the British Medical Journal 
and had been the subject of comment in the British Medical Journal, I think that it is a 
matter for judgment as to whether one needs to seek a view from absolutely everybody. 
 
Q Let us see what happens next. 
 

“It follows that our clients require that you: 
 
i) provide them with a full right of reply in a form and of a length 

suitable for this purpose in the next issue of the Bulletin; 
ii) publish an unqualified and unreserved apology to our clients  

and a retraction of the false allegations against them in terms 
and in a position in the Bulletin to be agreed; 

iii)_ undertake not to re-publish the same or similar allegations”. 
 
Yes?  This is a solicitor’s letter, presumably something that should be taken seriously by 
the editor of a bulletin if it is in any way trying to or pretending to be a serious journal 
and presumably you were trying to be or pretending to be a serious journal.  Yes?  
(Pause)  If you look on the next page, we see your helpful reply: 
 

“I write to acknowledge your letter of 29 May and the correction 
sent subsequently. I do not propose to answer your points at length” 
in fact, you do not answer them at all. “I wish merely to say that the 
comments and conclusions published in the Bulletin of Medical 
Ethics No 136 were a proper and responsible contribution from 
someone with the appropriate expertise to make it”. 

 
Do you stand by those words that the conclusions in that bulletin were proper and 
responsible from someone – and I want to put the emphasis particularly on these words – 
with the appropriate expertise to make it? 
A I stand by that, yes. 
 
Q You then say: 
 

“As to the first of the three requests made by our clients, I am of 
course happy to consider a response from them for publication”  
 

but you go on to say that you do not want more than 400 words and you would 
certainly ask them to limit themselves to 600 words and that you reserve the 
editorial right to edit the letters and that, in respect of the second request, you 
will not make any apology or will not say that you are going to repeat it.  You 
get a letter back, the following page, from the Lewington Partnership saying: 
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“First and foremost you do not identify the author of the piece in 
question.  You say it was by someone with the appropriate expertise 
to make it but by not naming the author, you give no opportunity for  
 
the audience to judge and in any academic publication, we feel that 
this an absolute necessity” 

 
and they then go on to say that their clients would allow you the right to edit any mistakes 
of spelling and usage but otherwise they are not going to reply in the bulletin if you are 
going to edit out context or try and affect what they write.  You respond on the next page 
and you say: 
 

“Dear Lewington Partnership. 
 

If you tell me who writes your letters, I’ll tell you who writes the 
Bulletin. 

 
Yours faithfully, 
Dr Richard Nicholson, Editor”. 

 
Do you think that that is an appropriate response to a letter from a Trust that says, “We 
are very concerned that you may have misled the public about our research when you 
wrote what you did without contacting us or indeed the people involved in the research”? 
 Do you think it is an appropriate response to say, “If you tell me who writes your letters, 
I’ll tell you who writes the Bulletin”? 
A I have to say that I was a little surprised to get unsigned letters saying they are 
from a firm of solicitors called the Lewington Partnership and one has absolutely no idea 
whether this has actually been written by a solicitor or …  I think that it is a perfectly 
reasonable comment. 
 
Q He replied and he told you that his name was Phillip Farrow and that he was an 
Associate Partner and you still did not tell him who wrote the relevant article. 
A I never received any reply from him. 
 
Q You did not?  I have a copy of it here. 
A I have absolutely no recollection of receiving any further reply from him. 
 
MISS O’ROURKE:  I have a copy of it here and he tells you – I have not copied it into 
the bundle but I can copy it into the bundle for you and make a copy available for you – 
that his name is Phillip --- 
 
THE LEGAL ASSESSOR:  The proper way is to show it to the witness and, if he has not 
seen it, he cannot say any more about it. 
 
MISS O’ROURKE:  I will show him.  (Same handed) 
A My recollection is that the matter ended at that point and that I never received any 
--- 
 
Q The 14 August 1998: 
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(Document not available to the shorthand writer) 
“Thank you for your letter.  The writer has been on annual leave 
hence the short delay.  We must say that we do find the tone of your 
reply surprising.  We do not regard our client’s request to be 
anything other than proper.  If it would assist, we can inform you 
that the correspondence you have received is composed by our 
Associate Partner, Mr Phillip Farrow, his reference is on all the 
correspondence and is listed on the head note of our company 
notepaper.  In relation to the nature of your publication, we are 
aware that items appearing in your journal are cited in reference 
works in and around the subject of medical ethics.  We imagine your 
publication’s intention is to contribute to proper learned debate.  
Accordingly, we would expect that the identity of the contributors of 
articles is recorded. With reference to our letter dated 22 July, we 
therefore await your substantive response”. 

 
A I am sorry, I have never seen that before. 
 
Q Do you want to tell us now who the author of the article was? 
A I was the author of the article.  I do not name the author of absolutely everything 
that is written in the bulletin because most people realise that it is me who is writing it.  If 
I have to put my name after every single thing that I write, not only does it take up a lot of 
space but it would seem to be even more of an ego trip that you are already suggesting the 
bulletin is. 
 
Q Dr Nicholson, we knew that it was you.  It comes as no surprise to anybody on 
this side of the room that it was you.  We have read it; we spotted your style; we knew it 
was you; Dr Southall at the time knew that it was you.  We just wondered why it was that, 
when you received a solicitor’s letter, you were not prepared to stand by what you 
yourself had written.  You have had to enter into silly games saying, “If you tell me who 
writes your letters, I’ll tell you who writes the Bulletin”.  If it is you and you have the 
appropriate expertise and you stand by what you said in the article, why not tell 
everyone? 
A I wrote back in those terms because it seemed to me extraordinary that a firm of 
solicitors were sending unsigned letters demanding that I should sign something in the 
Bulletin where it is perfectly obvious that I was the author. 
 
Q Dr Nicholson, that is nonsense. 
A I am sorry but I think that --- 
 
Q That is nonsense.  They made a reasonable request saying, “We can’t judge 
whether the person who wrote it has the appropriate expertise to make the comment 
without knowing who it is, so can you please tell us” and, if you are a serious academic 
journal, you will want to do that.  I am going to suggest to you that the reason why you 
did not tell them when it was in the hands of solicitors is because you knew very well that 
you did not have the appropriate expertise to make the comments. 
A That is completely untrue. 
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Q Tell us what expertise you had to make the comments that you did in some detail 
about respiratory studies.  What experience did you have?  You were not a consultant in 
respiratory medicine, you were not even a registrar in respiratory medicine.  What 
expertise did you have to make the comments that you did? 
A The comments I made were about the ethics of that particular study --- 
 
Q No, you described it as risky.  You talked about the medical aspects of it.  What 
expertise did you have?  We can get out the article and we can look at exactly what you 
said and we can examine whether it would be something that could be written by 
someone other than a medical expert. 
A That might be helpful.  Would it be helpful for the Panel to have a copy of this 
article? 
 
Q I certainly would have no trouble with that but I am asking you what expertise 
you say you had to make the comments that you did and what expertise it was that you 
were relying on because you asserted to a firm of solicitors that the comments were 
appropriate despite the fact that at the time the Medical Director of the Trust had gone on 
record about it and had an international reputation in respiratory medicine and the author 
of the study was Professor Southall who also at the time had an international reputation in 
this particular field, you were commenting on things that both of them had said, you were 
asserting that you had the appropriate expertise and our case is that you refused to name 
yourself because everybody would immediately tumble that you had no expertise. 
A There are various forms of expertise needed to write what I said.  Part of it is 
expertise about ethics and about what sort of research is permitted on children when it is 
non-therapeutic research, in other words there is absolutely no intention to benefit the 
babies involved, and, in that sort of research, there has been clear guidance from medical 
lawyers since 1962 that, to expose babies to more than minimal risk when undertaking 
non-therapeutic research, is very likely to be unlawful.  Not just unethical but unlawful. 
 
Q That is not the question.  Let me read you what The Sentinel said --- 
A May I just complete my answer?  Is that all right? 
 
MISS O’ROURKE:  Well, you are not answering the question, you are --- 
 
MS SULLIVAN:  No, let him finish what he has to say. 
 
THE WITNESS:  My main contention in this article is that these babies were exposed to 
very considerable risk.  The basis of this particular study by Professor Southall was that 
he had heard of two examples of infants dying after they had been on long airline flights 
and, as far as I recall, the death had occurred between 14 and 19 hours after an 
intercontinental flight and, in the other case, the death had occurred 40 to 41 hours after 
being on an intercontinental flight.  The babies that he was able to do his research on 
were then kept in a low level of oxygen overnight in the hospital.  They were subjected to 
15 per cent oxygen overnight but at normal atmospheric pressure, so one was not actually 
directly mimicking what would have happened on board the flight  
 
MISS O’ROURKE:  That is not the question, Dr Nicholson.   
A They were then observed overnight and in one case I seem to recall the baby 
needed additional oxygen afterwards.  The important thing is that none of these babies 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D28/28 

Transcribe UK 
VRS Ltd 

01889 270708 
 

were observed for more than six hours after they came out of the no oxygen ---  
 
Q Dr Nicholson, please answer the question.  That is not what the study was about 
because you know ---  
A I think it is extremely important that the Panel know what the study was about.  
 
Q No, the --- 
A Because the --- 
 
THE LEGAL ASSESSOR:  I am sorry to speak over you.  It does occur to me this is not 
progressing matters, at least in the absence of the article.  
 
MISS O’ROURKE:  Sir, I agree, but he is not answering the question.  The question was 
about what medical expertise he had and I specifically put to him the question ---  
 
THE LEGAL ASSESSOR:  He can only answer that by telling you what the issues were 
that he perceived and therefore why he thought he had the expertise.  
 
MISS O’ROURKE:  I do not think that is right because I was about to put to him, before 
he started giving us a lecture on what the study was about - which is incorrect and of 
course it is why the Trust took great objection to his article because he did not understand 
what it was about.  My question actually related to his medical expertise - bearing in 
mind he had not even got registrar level respiratory medicine - to make comments of the 
sort of substantial risks of severe respiratory or cardiac problems, what entitled him to 
make those comments in his article ---  
 
THE LEGAL ASSESSOR:  The Panel will need to see the context in which the 
comments were made and form its own opinion as to what the issues were and then  
Dr Nicholson can explain why he thought he had the expertise.   
 
MS SULLIVAN:  Yes, I think it can only be done in that way if everyone has sight of the 
article.  
 
MISS O’ROURKE:  That is fine.  We can have it copied.  (To the witness) Let me 
suggest this to you before we do:  you made comments as to substantial risks of severe 
respiratory or cardiac problems in circumstances where you had not contacted the Trust 
and its Medical Director - who was an expert in chest diseases - or Professor Southall and 
where you had no medical expertise yourself on respiratory medicine.  Do you agree?   
A I think as far as I recall from the way that the article was written that my source 
for those statements was the article in the British Medical Journal and the commentaries 
which had been published alongside it in the British Medical Journal, because I made it 
quite clear that I have sourced the item from the British Medical Journal.  
 
Q Yes, you do but that is not what is objected to.   
A And also --- 
 
Q It is your comment section that is objected to as to whether in fact you have the 
medical expertise to talk about exposing infants to a degree of hypoxia that carried with it 
the risk of respiratory or cardiac problems that could be severe enough to cause death.  
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That is a very serious statement to make and we are questioning, as the Trust questioned 
through its solicitors, whether you had the medical expertise.  When the solicitors came 
after you, you fought them off by refusing to name who it was that you said had the 
appropriate expertise, because we say if you had answered and said, “It was me”, they 
would have made a laughing stock of you, saying you have no expertise in respiratory 
medicine to make that comment.  
A I am not sure that this is an example of something where one has to have expertise 
in respiratory medicine to say that if you significantly reduce the amount of oxygen that 
people have they may get into respiratory and cardiac problems.  It is almost trite.  It is 
almost self-evident.   
 
More importantly, what I was commenting on was the level of risk to which babies were 
exposed in research for which there was no possibility that they would benefit.  I do 
believe that I have a reasonable understanding of risk in medical research.  I did a lot of 
research for the chapter specifically about risk in the Institute of Medical Ethics “Report 
on Medical Research with Children:  Ethics, Law and Practice”.  I think that I therefore 
do have some qualifications to talk about levels of risk.   
 
Q Right.   
A The important thing in this case was that what had initiated the study was 
anecdotal stories of infants dying 14 to 19 hours in one case and in the other case about 
40 hours after intercontinental flight.  They were then exposed to what were thought to be 
the same conditions as intercontinental flight or something similar by having reduced 
oxygen overnight and then were not observed for more than six hours ---  
 
Q That is wrong.   
A If really there was anything scientific to this notion that going on an 
intercontinental flight led to a possibility of sudden infant death then - and that those 
deaths had occurred in one case 14 and in another case 40 hours after the period of low 
oxygen, to only observe those infants for six hours afterwards was to expose them to very 
considerable risk.   
 
Q You are doing it again, Dr Nicholson.   
A If scientifically there was something to this hypothesis, then they should have 
been observed at the time when the previous deaths had occurred.  
 
Q Dr Nicholson, first, clinically we do not agree with you.  Secondly, you are 
misstating what the study was about.  Again, what you are doing is ducking the question 
as to where is your expertise.  You will be aware, I am sure - because you were being 
quoted in the The Sentinel and I think you have a connection with them; you have 
certainly written for them, I think you know their medical correspondent, Dave 
Blackhurst - that the hospital responded in The Sentinel within a few days.  The Medical 
Director, Dr Keith Prowse, who is an expert in chest diseases, said that your claims were 
“scientifically untrue and nonsense”.  You are aware of that, are you not?   
A I am not.  I am afraid I do not read The Evening Sentinel.  
 
Q You know Dave Blackhurst, do you not?   
A No.  I believe I bumped into him at the press conference when the results of the 
Griffiths Inquiry were released.  
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Q But you have had an article yourself published in The Sentinel, through him 
surely?  
A No.  
 
Q Have you not?  I think we have an article that you had published in The Sentinel.   
A I would have to see it.  I am completely unaware of ever having published 
anything in The Evening Sentinel.  
 
MISS O’ROURKE:  We will come to that in due course.  Sir, I note the time.  I will get a 
copy of the letter which was handed to Dr Nicholson and we will copy for the Panel the 
bundle.  In fairness, we should ---  
 
THE LEGAL ASSESSOR:  That letter will not go to the Panel because the doctor has 
denied ever receiving it.  
 
MISS O’ROURKE:  No, I was getting a copy for him because that is my copy I have 
handed him, so there was not a copy.  Yes, the article.   
 
THE CHAIRMAN:  Very well.  We will take a break now.  20-past eleven.   
 

(The Panel adjourned for a short time) 
 
MISS O’ROURKE:  Sir, we are still having those documents copied, so when they are 
available we will obviously provide them.  I was going to move on to another topic.  
I have closed that in the sense that I have obviously put the points that I want to put, but 
the article will be available.  
 
THE CHAIRMAN:  Thank you.  
 
MISS O’ROURKE:  Dr Nicholson, all I was finally going to say to you about that was 
that you said that you do, in your journal, make available to somebody the opportunity to 
respond.  The Trust, through its solicitors, asked for the right to respond.  Firstly, you 
sought to restrict them to no more than 600 words and, secondly, you indicated that you 
had editorial control and you would be editing out in the usual manner.  So you were not 
therefore giving them a complete right of reply or an unreserved right of reply.   
A I merely said that I reserved the normal editorial right to edit letters that are too 
long.  
 
Q So therefore you were denying them the right to say everything that they wished 
to do in your journal in response to what they thought were serious errors made by you in 
your writing? 
A I do not think I was denying them that right at all. 
 
Q I want to go back to finish off with your CV and the question of your expertise.  
This Bulletin of Medical Ethics, does it currently have an editorial board? 
A At the moment it has an editorial board in name only. 
 
Q So it does not have any active members of that editorial board? 
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A It has not met for some years. 
 
Q Does it have any medical practitioners on that editorial board? 
A There are one or two, yes. 
 
Q Who are the one or two that you say are on it? 
A Luke Sander was one, Martin Bowyer. 
 
Q Was?  Are they still? 
A Still on the editorial board, yes. 
 
Q What are they? 
A Luke Sander was senior lecturer in general practice at St Thomas’s Hospital.  
Martin Bowyer is a clinical neurologist. 
 
Q So no paediatricians and no respiratory medicine people? 
A No, it is an ethics bulletin not a medical bulletin in that sense, so one does not 
have every single subspecialty of medicine represented on it. 
 
Q You, on the other hand, have devoted a number of issues or in a number of issues 
have commented on CNEP and on paediatrics matters and you have got no paediatrician 
on your editorial board at any time, is that right? 
A That is correct. 
 
Q Going back to your CV, you have written about what your recent papers were and 
your writing on research ethics.  You have got two articles that you describe in the 
Pharmaceutical Physician journal and then you have got some guidelines you say you 
authored etcetera, and otherwise you describe two background papers.  Have you got any 
journals that you have written for and been published in, say, the last five years that are 
peer review journals?  Have you written for and been published in, in the last five years, 
any peer review journals? 
A No, I have not. 
 
Q Or any journals that are regularly read by medical practitioners in the medical 
profession? 
A No, because most of my writing goes into the Bulletin and I did not have a great 
deal of time to write elsewhere. 
 
Q So it goes into the Bulletin where you had full editorial control of your own 
writing, nobody else edits it, and where nobody peer reviews it? 
A For most of my writing yes but I do also, when asked, provide book chapters and 
there have been one or two recent book chapters that I have written. 
 
Q I am going to put this to you, that you are a self-appointed expert, by buying the 
Journal of Medical Ethics, by appointing yourself as the editor and by writing what you 
like with nobody editing it and nobody peer reviewing it, you can puff yourself up and 
write on anything you want and nobody can control you? 
A That could be one fairly derogatory way of looking at it.  I was actually appointed 
to edit the Bulletin by the Institute of Medical Ethics originally.  When they could no 
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longer support it financially, I felt I had already put in five years of work on it and I 
would prefer not to see it collapse so I continued to produce it.  I am afraid I am not 
interested in puffing myself up, as you so deliciously put it. 
 
Q We see it differently.  We see it as you trying to make money and gain publicity 
out of the David Southall name and the writings that we object to in your journal all relate 
to a period where you are the self-appointed owner, editor, author with nobody regulating 
you? 
A It is just a question of making money.  I would love it if I could make even a 
halfway reasonable living out of it but I do not.  My concern always has been to use it as 
one vehicle for trying to get better discussion of medical ethics issues in the public 
domain. 
 
Q Just finally on your CV, before you put it away, you write “Other writing on 
research ethics includes”, and then under 1999 you write: 
 

“Wrote background paper on informed consent, and continuing 
review of, and by, research ethics committees, for the UK 
Government’s independent inquiry into the ethical supervision of 
clinical trials in North Staffordshire.” 
 

Is that a reference to the fact that you submitted something in writing to the Griffiths 
Inquiry? 
A I was asked to write a background paper by the Griffiths Inquiry, yes. 
 
Q I am not sure one would call it that you were asked to write a background paper.  
You were interviewed by the organisation MHCN that was set up to do the preliminary 
work for the Inquiry and you were invited to prepare a written submission? 
A That is as I recall it. 
 
Q As lots of people who were interviewed initially by MHCN were invited to 
prepare written submissions.  It is not the same thing as writing a background paper or 
that this was some sort of writing on research ethics.  People who had the preliminary 
interview were told to put in a written submission to the Inquiry, which would then be 
considered and they may then be interviewed by the expert panel.  It is not really right, is 
it, to put it on your CV to say you wrote a background paper on informed consent – is it? 
A I was asked to produce a paper for the Committee of Inquiry. 
 
Q No.  I am choosing my words carefully.  You were invited to prepare a written 
submission to the Inquiry – would you agree with those words?  That is not the same as 
saying “We think  you’re such an expert you can write a background paper”.  You had 
come forward to the Griffiths Inquiry saying “I’ve got something to say on research 
ethics committees”.  Having been interviewed by the MHCN Panel you were then invited 
to put a written submission into the Inquiry? 
A I do not have the invitation in front of me so I do not know specifically what 
words were used. 
 
Q You are going to be handed a copy of the transcript of the meeting. 
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MISS O’ROURKE:  Sir, we have got copies for the Panel; I do not know whether at this 
stage it is appropriate or not – your Legal Assessor has it.  It is a single document which 
says “Meetings with Dr Richard Nicholson”.  Sir, we have got copies for the Panel if it is 
deemed appropriate to see it. 
 
(To the witness)  This is produced by the Griffiths Inquiry, described as “Meetings with 
Dr Richard Nicholson, Editor of Monthly Bulletin of Medical Ethics and 
writer/broadcaster on medical ethics” – do you see that at the top? 
A I do. 
 
Q Is that your description that you gave to them, that you were the editor of the 
Monthly Bulletin of Medical Ethics and a writer/broadcaster on medical ethics? 
A I would think it likely to be mine, yes. 
 
Q It then says that MHCN, which is the body that was dealing with this, was asked 
by Professor Griffiths to meet with you because you expressed concerns nationally and 
directly to individuals in North Stafford about some aspects of ethical approval that had 
been granted clinical research in North Staffordshire – yes? 
A Yes. 
 
Q You were asked for your views generally on the issues surrounding informed 
consent and the practicality of audit following LREC approval of projects – yes? 
A Correct. 
 
Q Then if you look on the third page, which is the end of the interview with MHCN, 
it says: 
 

“In conclusion, Dr Nicholson was invited to prepare a written 
submission to the Inquiry.  This is attached in full.” 
 

Yes? 
A Right. 
 
Q Do you see that? 
A Yes, I do. 
 
Q Then there is a note, “Dr Nicholson presently wishes to retain copyright of his 
submission” – yes? 
A Yes. 
 
Q So it is not really right to describe it, is it, as you do in your CV, that you wrote a 
background paper on informed consent; you were invited to make a written submission 
and having been interviewed you did that.  The only place that it was published was by 
you in your bulletin – what you wrote was published by you in your bulletin? 
A I would find it difficult to know precisely what the difference is between a written 
submission and a background paper because the contents of what I was being asked to 
write about were effectively what I would call and have called a background paper. 
 
Q I think we would say the difference is this--- 
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MS SULLIVAN:  I just want to point out that it is referred to as background to the ethical 
process on the very last page at the very bottom. 
 
MISS O’ROURKE:  Sorry, where is that 
 
MS SULLIVAN:  The very last page of the document, where it says “Enclosure:  
additional information/background to the ethical process”. 
 
MISS O’ROURKE:  Yes.  What I am suggesting to you the difference between where 
you might say “wrote a background paper on informed consent” is to suggest when you 
put it under a title “Other writing on research ethics”, it suggests that it is some sort of 
written and published article, or that you were invited to give an expert article, when in 
fact what you were invited to do, along with a huge number of other people, by Griffiths 
was to put in a written submission? 
A It was presented to me as if this was a background paper.  I feel that still is a not 
unreasonable description of it. 
 
Q Let us put it this way.  You were one of a number of people who gave evidence to 
the Griffiths Inquiry and put some of what would be your evidence in writing, but there 
were a huge range of people who gave evidence to Griffiths, many of them lay people, 
many of them were giving it because of their jobs.  It was not that you were specially 
picked out to write a paper because of special expertise? 
A If you say so.  I was clearly not discussing with the people from MHCN how 
many people they were asking to put in written submissions. 
 
Q How did you come to give evidence to the Griffiths Inquiry?  Do you know who 
put you forward? 
A I would think it highly likely that Professor Terry Stacey, who was Director of the 
Central Office for Research Ethics Committees and was one other member of the Inquiry 
team, suggested my name to Professor Griffiths. 
 
Q You do not think that the Henshalls had anything to do with it? 
A Not that I am aware of.  I was in pretty regular contact with Professor Stacey and 
I would think it highly likely that the invitation came via him. 
 
Q Let us explore now when you first knew the Henshalls.  When do you say you 
first had contact with him? 
A I am afraid I do not keep a precise record.  They would have telephoned me some 
time in the late 1990s but I do not recall the exact year. 
 
Q You say it was them telephoned you – the first contact came from them to you? 
A Yes. 
 
Q Why?  Why would they telephone you? 
A Probably because they had either seen me or heard me on the radio or television.  
I would think that would be the most likely reason. 
 
Q But seen you or heard you on the television in the context of what?  In the context 
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of this CNEP?  In other words, were you writing about CNEP before you met the 
Henshalls or was it the other way round? 
A I have no recollection. 
 
Q So you say they telephoned you.  Did you go to meet them? 
A At a later stage I met them.  I think I probably saw them at the time of the 
Griffiths Inquiry. 
 
Q Had you met them before then? 
A I do not believe I had met them before then. 
 
Q Can I ask you to look in that bundle that you already have in front of you?  It 
follows the page we last looked at, which was the one about “You tell me who writes 
your letters and I’ll tell you who writes the Bulletin”.  The next page – have you got that? 
A Yes. 
 
MISS O’ROURKE:  Sir, we do now have the bundles available for the Panel if the Panel 
wishes to have them.  I apologise they are not numbered but I hope we will be able to 
identify them.  They do say Appendix 2, 3, 4 at the top, so we will hopefully be able to 
identify it that way.  We have clipped to the front of the bundle, so it is now slightly 
different to Dr Nicholson’s, three pages which are the three pages of the article in the 
Bulletin of Medical Ethics.  I think he has it but we can provide him with a further copy if 
he needs it. 
 
THE CHAIRMAN:  This will be D17. 
 
MISS O’ROURKE:  Thank you, sir.  (Same handed) 
 
THE CHAIRMAN:  You saying the earlier bundle starts with--- 
 
MISS O’ROURKE:  The bundle he has starts with what is the fourth page here. 
 
THE CHAIRMAN:  Which is “Dr Richard Nicholson, Bulletin of Medical Ethics”. 
 
MISS O’ROURKE:  That is the one.  What we have clipped on the front he has already 
got a copy and Ms Sullivan has got a copy already; all that is extra now is the three pages 
on the front. 
 
THE CHAIRMAN:  Thank you. 
 
MISS O’ROURKE:  Sir, the page I am now looking at is a BMJ article.  In the top right-
hand corner you will see it says “Appendix 2”, if you flick through to where it says 
“Appendix 2”. 
 
THE CHAIRMAN:  Yes. 
 
MISS O’ROURKE:  I think you have got that, Dr Nicholson, have you not? 
A Yes, so clearly I met the Henshalls in September 1998.  I do not, I am afraid, 
recall the circumstances of that meeting. 
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Q You will see that it says in that: 
 

“Last week I met a couple who had just been told that it would take 
the General Medical Council at least 12 months to decide whether to 
start disciplinary proceedings against a doctor.  A year or more, that 
is, not from the time of their complaint but from delivery of a dossier 
that they had assembled at its request.  The dossier consists of nearly 
1000 pages of evidence supporting their complaint that one of their 
children died, and another was left severely brain damaged, as a 
result of being used without their consent in a research project.” 
 

I just want to ask you about that statement, because you have written this to the BMJ, 
which is a very serious medical journal read by a large number of the medical profession 
in this country – yes? 
A Yes. 
 
Q And also a peer review journal on the whole for its articles? 
A Yes. 
 
Q You have made a statement there that it is not what they say – if you look at the 
words – it is not what they say the dossier consists of, it is you saying:  
 

“The dossier consists of nearly 1000 pages of evidence supporting 
their complaint that one of their children died, and another was left 
severely brain damaged.” 
 

Let me ask you about that.  Did you receive or see or look through the thousand pages? 
A I certainly did not receive it. 
 
Q Did you look through it? 
A Again, unfortunately I cannot remember the circumstances of this meeting. 
 
Q Help us then as to how you could say, because there is a full-stop after the word 
“its request”.  You then say “The dossier”; not “The Henshalls say the dossier”.  This is a 
statement, as if of fact, “The dossier consists of nearly 1000 pages supporting their 
complaint that one of their children died, and another was left severely brain damaged as 
a result of being used without their consent”.  What entitled you or caused you to say in a 
reputable journal going out to most of the medical profession that that dossier contained 
evidence which supported those two contentions? 
A I would imagine that I had had discussion with the Henshalls about it.  What 
I simply do not recall at this stage is whether at that time I had even seen the dossier in 
any form. 
 
Q You see, Dr Nicholson, it is a very serious thing to say, is it not?  You at this time 
were still a registered medical practitioner because our understanding is, although you 
said in evidence 1999 that the General Medical Council records show you were 
voluntarily erased from the Register in February 2000, so this is September 1998, so you 
were at the time a registered medical practitioner.  You have made a statement in a letter 
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in a very important medical journal that you have met them and that will therefore give 
the reader the belief that you have seen this material and you have put a full stop in and 
you have said, “The dossier consists of material supporting death and brain damage.” 
 
I am wondering why?  Are you a sloppy journalist, a sloppy writer, or are you saying you 
have independently assessed it or are you taking their word for it, in which case if that is 
the case why not say “They tell me that one of their children has died and one is brain 
damaged” or, “They tell me that the dossier supports…”.  You have written as a medical 
practitioner to a serious journal asserting that that dossier supports it.  Why did you do 
that? 
A I suspect I took their word for it.  
 
Q Why did you not say, “They tell me…”?  Why did you give the medical 
profession and anybody else who reads the BMJ the view that you had yourself assessed 
it or that the dossier supports it and you were now writing as a medical practitioner saying 
as a fact the dossier supports it? 
A Because probably I had taken the Henshalls’ word for the fact that it did provide 
support. 
 
Q We are back to where I started this morning, how are you a suitable independent 
expert in this case?  Where is the independence?  You have taken the Henshalls’ word for 
it when it has been a repeated feature of this enquiry since – I think we are on Day 27 or 
26 today, where since Day 1 Mr Forde in particular and me and Mr Foster to a lesser 
extent, if you have been reading the transcripts, have been demanding of Ms Sullivan to 
make clear that it is not the General Medical Council’s case or indeed anybody’s case that 
either of the Henshall babies were damaged or killed as a result of CNEP, so where is 
your independence now? 
A My independence would be because these events took place over ten years ago 
and the report that I have written has been based on the documents that I have seen this 
year.  
 
Q Can we expect you next week to write to the BMJ a letter saying, “I wish to 
wholeheartedly apologise for a letter I wrote in 1998 where I may have given cause to 
believe that I had seen a dossier that supported death and brain damage as a result of 
CNEP.  I have seen no such dossier, there is no evidence supporting it and I fulsomely 
apologise to the practitioners in question that I made such a statement in such an eminent 
journal as yours”?  Can we expect to see that? 
A I can certainly write a letter like that if you feel that that would be helpful. 
 
Q Can we have an apology now to these practitioners that you made such a careless 
statement wrongly when you had seen no evidence supporting it? 
A I am not quite sure what the apology would be for.  This is evidence, claimed to 
be evidence supporting a complaint… 
 
Q No, a death.  Death and brain damage. 
A …that one of their children died and another was left severely brain damaged. 
 
Q Have you ever seen--- 
A This was their complaint at the time.  It may be that that is a complaint that is no 
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longer supported but the dossier was purporting to support that complaint.  
 
Q Yes, but the words you have used say that the evidence supports.   
 
MS SULLIVAN:  It does not actually mention CNEP in this letter. 
 
MISS O’ROURKE:  We know it is CNEP.  
 
MS SULLIVAN:  How? 
 
MISS O’ROURKE:  What other trial is it said that the Henshall children were in? 
 
MS SULLIVAN:  They are not named.  
 
MISS O’ROURKE:  Mr Nicholson when I asked him when he first saw the Henshalls 
said, “I now see it would have been September 1998.”  There is no other couple in all the 
244 babies in CNEP that satisfy the one died and one being brain damaged.  The 
Henshalls themselves when they had this article… 
 
THE LEGAL ASSESSOR:  Just ask Dr Nicholson the question.  Is it the Henshalls? 
 
MISS O’ROURKE:  He volunteered.   
 
Q It is the Henshalls that you met?  The couple that you are writing about here are 
the Henshalls? 
A The couple I am writing about are the Henshalls, but there is absolutely no reason 
why anybody else reading this at that time would be led to believe that it was the doctors 
here who were responsible for that.  This was clearly no names at all and no indication of 
where this had happened.  This was just a fairly general statement. 
 
Q Except it, of course, relates to the General Medical Council, it relates to the time 
when the complaint was made and it relates to a complaint to the General Medical 
Council about a research project? 
A So subsequent events… 
 
Q May be very eventful. 
A …some of them years later have made it identifiable...   
 
Q Not years later.  
A …but at the time it was not. 
 
Q Not years later.  Within a year.  This is September 1998 and the calls for the 
public enquiry are early in 1999, so it would make it identifiable fairly easily.  Yes? 
A If anybody was so inclined to go back and look through the BMJ letters.  
 
Q It will also make it identifiable, will it not, if the Henshalls have already gone to 
the press before September 1998, which we know they had.  The first articles started 
appearing in the press in March and April of 1997 and the fact of them making a 
complaint to the GMC first appears in the press in April and May 1997.  Yes? 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D28/39 

Transcribe UK 
VRS Ltd 

01889 270708 
 

A If you say so. 
 
Q Had you read any of that material? 
A Sorry, which material? 
 
Q Articles that started appearing in, for example, the Daily Mail and the Independent 
in 1997? 
A If there was something in the Independent I might well have read it. 
 
Q Right.  OK.  I want you now to confirm this.  You have never seen any material 
that supports the claim that one of the children died and one was left brain damaged as a 
result of CNEP, have you? 
A Not that I am aware of.  
 
Q Thank you.  Now I want to ask you about your involvement with the Henshalls 
and the degree of it.  You say that you met them at this time in September 1998.  How 
many times do you say subsequently that you have met them prior to obviously coming to 
the GMC building here? 
A I think in total I would have seen them three times.  
 
Q What about the number of times you have taken telephone calls from either of 
them or sent faxes or exchanged emails with either of them? 
A Since there has been virtually no contact in the last five or six years, I simply do 
not have the records and my recollection is that over the – well, from 1998 over probably 
the next three years I would think I might have taken phone calls or faxes a total of 
maybe 20 times, maybe.  I do not… 
 
Q Since you were appointed an expert, which you say was the end of December, 
beginning of January of this year, have you had direct discussions with the Henshalls? 
A No.  
 
Q OK.  I want to ask you about whether you recall in February 1999 telephoning the 
General Medical Council seeking to speak to Finlay Scott, the Chief Executive? 
A Did I actually speak to him? 
 
Q No, whether you remember telephoning seeking to speak to Finlay Scott.  Do you 
remember that? 
A No, I do not remember it.  At that time I was concerned about the way the GMC 
was being slow to move away from self-regulation to a system which was more likely to 
be acceptable to the general public.  
 
Q My question is--- 
A It might – do you have a telephone log there? 
 
Q Yes, an attendance note, yes.  I would not ask the question if I did not.   
A But I did not actually speak to him. 
 
Q What I am going to ask you was what on earth you thought you were doing 
phoning the General Medical Council about the Henshall complaint.  Was that not you 
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interfering in the factual matrix and becoming involved on behalf of or as advocate for 
the complainants? 
A Sorry? 
 
Q Let me read you the telephone attendance note: 

 
 “Dr Richard Nicholson, editor of the Bulletin of Medical Ethics, 
phoned this office about the ongoing GMC enquiries into Stoke on 
Trent” 

 
- which is this case. 
 

“Various complainants are very upset about the GMC’s slowness and 
they may go to the press.  Although he, Dr Nicholson, will be out of 
his office this afternoon he will be checking his messages received on 
his answering machine.  He would like to speak with Finlay about this. 
 His telephone number is…” 

 
and then there is a subsequent note: 
 

“Stephanie contacted his office but was not able to speak with Dr 
Richard Nicholson.” 

 
Does that jog your memory? 
A It does not, actually, but I am perfectly happy to accept that. 
 
Q All right.  If it is accurate and correct, and it is Stephanie Day and Lais Hungria 
who make these notes, were you not become part of the factual matrix of this complaint, 
were you not joining in as advocate for the complaints in telephoning the GMC to 
complain about slowness and, indeed, to all but infer a threat of going to the press? 
A It seems that I did not become part of the factual matrix because I never spoke to 
Finlay Scott. 
 
Q Right but do you think it is now appropriate for you to come here today and say, 
“I can be an independent expert” when you were the advocate for the complainants on 10 
February 1999. 
A As I say, my independent report for this is produced on the documents that I have 
seen this year.  I still believe that I can be an independent expert.  
 
Q Let me assist you as to what happened next.  Field Fisher Waterhouse – you know 
who they are, do you not?  GMC solicitors at the time.  They the same day had a 
telephone call with Mrs Henshall and Mrs Henshall, according to the telephone note and 
if you have read her evidence you will see I put this to her, the following was said: 

 
 “Richard Nicholson, who has been in contact with the GMC, was 
discussed.  Mrs Henshall admitted to having spoken to him of her 
concern regarding the Health Authority delaying tactics.  He is a 
supporter of her action and a campaigner against self regulation.  
Although Mrs Henshall believes that we on behalf of the GMC are 
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trying to assist her, she admits to being wary of trusting anyone.” 
 
Then it goes on to say: 

 
 “It was discussed whether your pressure towards the GMC would not 
necessarily assist the progress of the enquiry.” 

 
Did Mrs Henshall report that conversation back to you? 
A She may have done but I have no recollection of it.  
 
Q Right.  Were you a supporter of her action? 
A I was providing support to the Henshalls.  People in their position have, and 
particularly back in the 1990s had very few people to whom they could turn for help and 
presumably having got my name from the media, there were people in a whole variety of 
different situations, patients who were having problems who at various times in the last 
20 years have rung me up and all I can do usually is listen to them and provide support in 
that way and maybe make some suggestions about how they can hope to deal with their 
problem. 
 
Q The question is a simple one – were you a supporter of her action, which means 
her complaint her complaint to the GMC in respect of these doctors?  Were you a 
supporter of it? 
A I felt that I was a supporter of the Henshalls.  
 
Q Then how can you possibly sit here and tell us in response to the expert witness 
declaration that you are an independent, objective expert if back in 1999 and indeed 1998 
you were writing in the BMJ and phoning the GMC and agree that you were a supporter 
of her action and her complaint?  How can you not be partisan? 
A Because a lot of time has elapsed since then, a lot of time when I have not been in 
touch with them or had anything to do with the case and I believe that I can be 
independent in the way that I address the issues this year rather than what I might have 
been doing a decade ago. 
 
Q Right, let us come to whether that is in fact correct in what you have been writing 
more recently, in due course.  The very next day the Henshall’s then MP, Llin Golding, 
wrote to the General Medical Council saying: 

 
 “The Henshalls tell me they have been given helpful advice by Dr 
Nicholson, the editor of the Bulletin of Medical Ethics, but that it has 
been intimated to the that the GMC feels that he is being unhelpful 
with his advice.  Could you let me have your impressions on this 
matter?” 

 
Were you aware that that letter was written? 
A No. 
 
Q No-one told you about it at the time?  Had you been giving helpful advice to the 
Henshalls? 
A I hope it was helpful. 
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Q So again you had been part of the factual matrix, part of the complaint and 
partisan?  You were helping them – you were not offering Dr Southall your help at that 
time, were you? 
A No, I was not.  
 
Q You have not at any stage offered Dr Southall your help, have you? 
A No. 
 
Q Right, so you--- 
A Because doctors have a lot of other sources of support but patients like the 
Henshalls have very few sources of support.  
 
Q Dr Nicholson, please understand, we do not have any problem with you helping 
the Henshalls and we understand what you say about they do not have sources of support. 
 We have no difficulty with that at all.  What we have difficulty with is you now trying to 
say, “I am an independent witness, an independent expert”, because if you take a side, 
which you did as long ago as ten years ago, if you provide help to people, if you phone 
the GMC on their behalf, you write to the BMJ in their support, how can you now say, 
“Sorry, I am not partisan, I am not part of them, I was not part of the complaint, all that is 
in the past and I can now come here and be independent and objective”?  That is our 
complaint.  You should be recusing yourself from seeking to give any independent expert 
help to this Panel because you cannot do it because you are not independent.  That is our 
complaint.  Do you understand? 
A I understand what you are saying but it seems to me a pretty narrow view of 
human nature that you take, the idea that having left aside a particular topic for many 
years that one cannot then come back to it afresh and anew without necessarily any of 
what one’s particular views may have been a decade ago affecting how you provide 
independent expertise now. 
 
Q I do not think it is a narrow view of human nature, I think it is a legalistic view of 
what “independence” means.  Let me then give you the opportunity to say whether your 
view has changed as a result of what you have now heard or read, in particular the 
transcripts although I know that you have not actually read them.  Has your view now 
changed so that you say, “Actually, I can come back and now disassociate myself from 
what I may have said in the past and I can now give you some independence”? 
A Certainly there are some things which I probably accepted ten years ago which 
I would no longer accept. 
 
Q I am going to come to it in due course and I will give you the warning for it now.  
If you are truly coming here as an independent expert witness rethinking and re-opening 
things you wrote years ago, you will presumably have informed yourself of what was 
written in The Lancet in 2006.  (Pause)  You are looking a little puzzled.  Do you read 
The Lancet? 
A Fairly regularly but I am trying to think which article in 2006 --- 
 
Q I am going to put it to you in due course.  You are aware that after Griffiths, the 
recommendation was that there should be a follow-up study of the CNEP patients. 
A Right. 
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Q Are you aware that that was in fact carried out by a team from QMC in 
Nottingham lead by Professor Neil Marlow and Katherine Telford? 
A I was aware that that had happened. 
 
 
Q Have you read the outcome? 
A That there was no difference in …? 
 
Q That is not the question.  Have you read the paper? 
A I am pretty sure that I have read it but I have not read it in the last year or two.  
I think that I read that paper in 2006. 
 
Q Did you not think, if you were coming to the GMC to give expert evidence on 
CNEP and in particular, as you thought you were going to be doing, on whether CNEP 
was safe or had been proved to be safe, it would be something you would have wanted to 
read in the last couple of weeks before and in preparation for giving expert evidence? 
A In a perfect world, I should have done, yes. 
 
Q Neil Marlow and Katherine Telford’s article we have referred to.  Did you recall 
reading Iain Chalmers and Edmond Hey in the same edition of The Lancet? 
A As a follow-up to their BMJ article of 2000? 
 
Q No, as a follow-up to the Marlow and Telford article.  Did you read that? 
A It is very likely that I would have done, yes. 
 
Q What about Rod Griffiths because he also wrote in the same article (sic)?  Did you 
read his? 
A I recall that it was there, so … 
 
Q Southall and Samuels, did you read theirs in the same edition of The Lancet? 
A I would expect to have done, yes. 
 
Q And Neil McIntosh and Alan Craft? 
A Yes. 
 
Q You know who they are, do you not? 
A I worked with Neil McIntosh, yes. 
 
Q So, you would have known that, at the time they wrote it, I think they were 
President and Vice-President of the Royal College. 
A Yes. 
 
Q You know presumably and are aware that, in the various articles over the years 
that have appeared in national media, the BBC, ITN, Channel 4, the Daily Mail, the Daily 
Express and The Independent, the only “medical expert” ever quoted having a bash at 
CNEP is you.  You are aware of that, are you not? 
A No, I was not. 
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Q Who else do you say has had a bash?  Identify to me a consultant paediatrician 
anywhere in the country who has gone into print anywhere to attack CNEP. 
A I would not be able to. 
 
Q No, you would not be able to because there has not been one.  The paediatric 
community has been foursquare behind these practitioners throughout, has it not, and at 
the highest level, Presidents and Vice-Presidents of the Royal Colleges. 
A Yes. 
 
Q And people of distinction such as Sir Iain Chalmers in the BMJ and in The Lancet. 
A Yes. 
 
Q And you are the only one who stood on the other side of the debate. 
A But then I am not here as a medical expert, am I? 
 
Q Indeed.  Does it worry you that you have been ---? 
A My concerns are about the ethics. 
 
Q Does it worry that you have been denigrating a study that has the full support of 
those who are in a position with medical expertise to say this has been a good study? 
A I think that I am still entitled to question the ethics of that study, yes. 
 
Q You said, “Just because I was against it all ten years ago and I supported the 
Henshalls’ complaints and I met them, that does not stop me now being independent 
today” or words to that effect. 
A Words to that effect, yes. 
 
Q And you accept that the role of an expert is to be independent and not partisan. 
A Yes. 
 
Q To look at both sides of the argument? 
A Yes. 
 
Q And to consider the plus points as well as the minus? 
A That is correct. 
 
Q I have read your report and I have not seen any reference to any plus side of 
CNEP or what happened here.  Did I miss it somewhere?  Do you want to help me as to 
which of the 20 pages it is on or are there no plus sides? 
A What I have been discussing are the ethical issues involved and, okay, there are 
small plus signs and plus points, if you like, in the way that I examined the patient 
information sheet in that it does state quite clearly and well some of the requirements of 
what one has to have on the parent information sheet but clearly it omitted some of the 
other things that are necessary. 
 
Q May I ask you this about the transcripts of evidence.  Did you read the evidence of 
Dr Stimmler? 
A I have read some of his evidence; whether I read the whole lot of it I am not 
absolutely sure. 
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Q Did you read his cross-examination by Mr Forde particularly and thereafter me 
and indeed Mr Foster who asked him about various articles?  You presumably would 
have wanted to read that because you were expecting to give this Panel evidence relating 
to articles on CNEP, so presumably you would have wanted to read those bits of 
Dr Stimmler’s evidence. 
A I believe I have read that, yes. 
 
Q Even if you did not know Dr Stimmler individually, you will have known 
Dr Stimmler as a consultant neonatologist. 
A Yes. 
 
Q And an emeritus professor. 
A Yes. 
 
Q And you would presumably defer to what he would say because you would not 
have his degree of experience or medical expertise. 
A On medical things, certainly I would defer. 
 
Q He said a lot of very positive and complimentary things about this study, about 
CNEP and about these practitioners.  Did you spot that? 
A I did. 
 
Q He thought that it was a well-designed, well-run and well-conducted trial and that 
he was happy with consent etc. 
A I saw that, yes. 
 
Q I think that you were present for some of Professor Hutton’s evidence.  Is that 
right? 
A No. 
 
MISS O’ROURKE:  You chose not to come into the room but I think you had been here. 
 
MS SULLIVAN:  No, I do not think so. 
 
THE WITNESS:  I do not recall being here at all. 
 
MISS O’ROURKE:  He was here in Manchester and went to Louise’s office.  He was 
present but chose not to come into the hearing room. 
 
THE WITNESS:  No, I do not think that I have been … 
 
MISS O’ROURKE:  He was not in the hearing room to hear it. 
 
MS SULLIVAN:  It was not suggested that he should have been by others. 
 
MISS O’ROURKE:  (To the witness)  You have presumably read Professor Hutton’s 
evidence. 
A Again, I have read some of it but not all of it. 
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Q I would have expected you to be very keen to read it because, at the time that she 
was giving evidence, it was the intention that you were going to be giving evidence on 
some of the same issues, particularly scoring.   
A Yes. 
 
Q So, you will have read what she said which was relatively complimentary about 
a number of aspects of this trial and how it was conducted and indeed the scoring system. 
A Yes. 
 
Q In the light of what you have read in the Stimmler and Hutton transcripts and in 
the light of you telling me that you are independent and not partisan and able to change 
your views from ten years ago, would you like to tell us now, do you have any positive 
views about this study and these practitioners that you would like to share with us? 
A Certainly I am aware that the study produced useful results.  I am not sure that all 
the important information was published in the final paper but the study technically was 
well enough conducted to show that CNEP certainly is an effective way of ventilating 
older infants, but that still does not deter me from saying that, in terms of the ethics of 
how that trial was carried out, there were problems. 
 
Q Let us come to whether you are still being partisan now in 2008.  I have a 
telephone attendance note here dated 26 March 2008 between you and Miss Morris of 
Eversheds who you know. You called her and you said that you had reviewed the 
charges.  Is that correct?  You were sent a copy of the draft charges for each of these three 
practitioners.  Do you recall that? 
A I do, yes. 
 
Q You then telephoned her when you had read them to give her your comments on 
those charges. 
A Yes. 
 
Q She records – and tell me whether she has this wrong – that in general you thought 
the charges were overall rather thin and had perhaps been narrowed down too 
specifically.  Did you say that or does she have it wrong? 
A No, I think that I probably did say something of that order because I suppose with 
my previous experience with one or two General Medical Council cases to do with 
research ethics where one had had endless pages of charges …  In the last-but-one case 
with which I was involved, I think that there were over 35 pages of charges, many of 
them rather more trivial, I suspect, than the charges in this case and my thinking was 
partly that I was slightly surprised that, in a case like this, it should proceed with so few 
charges.  So, my experience was of much longer ones. 
 
Q What interest is it of an independent expert as opposed to a prosecutor to 
comment that the charges are thin and to state that they had been narrowed down too 
specifically?  Surely as an independent expert, your role is to give expert opinion 
evidence on matters which are charges, not to start saying that they are too thin and that 
they had been narrowed down too much.  That is a role for a prosecutor, is it not? 
A Well, I --- 
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Q That is not your role, is it? You have no role or interest in prosecution or nailing 
these doctors.  You have a role in seeing fairness, have you not? 
A Yes, I do have a role in seeing fairness, but it was a comment that, as I say, 
compared to other cases I had seen --- 
 
 
Q Surely as an expert, you should be happy that the charges are not going to be 
brought against them because there is insufficient evidence and because it cannot be 
sustained. You should be happy that there are less charges and therefore less concerns 
about the conduct of practitioners.  Of course, you were not happy because you had been 
out for years to have Professor Southall nailed, had you not? 
A No, that is not true. 
 
Q You have been interested in Professor Southall since at least about 1997 and you 
have been writing about him since them. 
A I have written about work he has done since about then.  I think that 1998 was the 
first item I wrote about it. 
 
Q And you have been writing about him in all aspects of his work.  You have been 
writing about his covert video surveillance work. 
A I have written about that, yes. 
 
Q You have written about his child abuse work. 
A As part of the same thing, yes. 
 
Q You wrote about the sleep study that we looked at before the tea-break. 
A Yes. 
 
Q You have written about CNEP. 
A Yes. 
 
Q And you have written about him and his career path and qualifications. 
A Can you remind me where I have done that? 
 
Q I am going to take you back to the Griffiths inquiry in a minute and you also made 
a comment to the Daily Express about the degree and extent of his experience in 
neonatology, so you have obviously been out researching him. 
A Remind me. 
 
Q I will be taking you to it.  It is in the bundle, do not worry, we will get there in 
a second.  As we established earlier, none of it has been complimentary or positive.  You 
have not written about his work in Bosnia, you have not written about his work in 
Gambia, you have not written about his work in Afghanistan and you have not written 
about his international child health work, have you? 
A No, I have not. 
 
Q You have not written anything positive about the work that he has done around 
the world that has earned him his accolades, his OBE and indeed his various positions.  
Why is that? 
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A Because I have been writing for the Bulletin of Medical Ethics and I have 
therefore been writing about ethical issues and in most cases ethical issues that arise out 
of material that is already in the public domain.  
 
Q You do not think there are ethical issues to his work in Afghanistan, in Gambia 
and Bosnia?  
A There may well be, but I do not have the facilities for a large amount of 
investigative journalism, so I tend to rely on spotting articles in the medical press which 
give evidence of ethical issues.  
 
Q Have you ever read a website called David Southall Exposed?  
A No.  
 
Q Are you aware of its existence?  
A No.  
 
Q Ever heard of a woman called Penny Mellor?  
A I have heard of her, yes.  
 
Q Ever had any contact or dealings with her?  
A No.  
 
Q Sure about that?  
A As sure as I can be.  I suspect - I mean certainly not in the last few years.  She is 
not, from reputation, somebody I would wish to have any contact with.   
 
Q I am going to ---  
A It may be that she left a message on my answer phone many years ago, but I think 
that is about the only contact I have ---  
 
Q Have you ever given her any help or advice that would cause her to publicly thank 
you?  
A (Pause) You, presumably, have some evidence that ---  
 
Q I do indeed.   
A Certainly not since I began to be aware of her reputation.  
 
Q Right.  Her reputation is that she is out to get David Southall at all costs, is it not?  
A It certainly seems to be.  
 
Q She is someone who has a criminal conviction for conspiracy to abduct a child 
and has served a sentence of imprisonment of nine months.  You were aware of that, are 
you not?  
A I am aware of that, yes.  
 
Q And that David Southall was, in part, one of the reasons that she was sent to 
prison.  He was involved in the particular case of the child in question.   
A Right.  I was not aware that there was that background to the case.  
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Q What about Brian Morgan?  Do you know that name?  
A A journalist from South Wales who has been in touch with me at various times 
wanting information.  
 
Q About what?  David Southall?   
A It tended to be about David Southall.  
 
Q Yes.   
A I have not been in touch with him for many years.  I do not how many - I probably 
spoke to him three or four times back in the late 1990s.  He was, again, somebody that 
I felt after a while was not somebody that it was worth working with.  
 
Q So you are aware that both Brian Morgan and Penny Mellor have been running a 
campaign against David Southall for the best part of ten years, nail him at any cost.  Yes? 
Not people that you should be associating with or paying any attention to.   
A I became aware that, particularly after Brian Morgan’s initial contacts, but ...   
 
Q Not people therefore you should rely upon to get any fair, unbiased or objective 
view of David Southall.  Yes?  
A That would certainly be my opinion now.  
 
Q What about Ian Syme, have you had any dealings with him?  
A Yes.  He, likewise, had been in touch with me, probably about the same time that 
the Henshalls were originally in touch with me but, again, a long time ago.  Until I saw 
him here, or at least I was introduced to him, I would not even have recognised him.  I 
had had no contact for some considerable time.  
 
Q Do you know why and at whose suggestion you became an expert witness in this 
case?  
A My understanding is that the Henshalls suggested to the instructing solicitor that 
I be asked to be one.  
 
Q Should that not have caused you a concern that it would be inappropriate for you 
to say yes and you would have to say, “I cannot be independent because the Henshalls 
know me and that is why they are asking me.  They know my views on CNEP and they 
know I will support them”?  
A I certainly told the instructing solicitor that I had had previous involvement in the 
case, that I had written about it.  I let the solicitor have copies of everything I had written 
in the bulletin that was at all relevant to the matter.  
 
Q Just a few final questions on the question of your expertise for coming forward as 
an expert in this case.  You have never designed a trial or a scoring system, have you?  
A Not for a trial involving human subjects, no.  
 
Q You have never conducted a trial involving human subjects?  
A No.  
 
Q The last time you probably took consent for anybody was probably around about 
the time of the House of Lords’ decision in Sidaway in the back end of the ‘80s, mid 
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‘80s?  
A It would have been about 1984, yes.  
 
Q In fact, before Sidaway because that is ‘86?  
A Before Sidaway, that was ‘85, yes.  
 
Q So you have not therefore taken consent since the House of Lords set down what 
the criterion are?  
A Correct.  
 
Q The standard as the House of Lords set down in the Sidaway case - because you 
made reference to it in your evidence - in fact is the standard applicable to clinicians 
because it is clinicians that take consent.  Yes?  
A Yes, correct.  
 
Q If you have read the case, you will be aware that you are judged by the standard of 
the other clinicians, effectively on a Bolam test, and therefore it is a question of what 
clinicians would consider to be material risks and you are judged by the standard of your 
peers.  Yes?  
A Yes, but I am also aware that there is ever increasing criticism of the Bolam 
standard and that other jurisdictions have moved away from it precisely because you can 
get into trouble if you have too overall an application of the Bolam test, because if you 
have bad practices going on which responsible non-clinicians would regard as 
unacceptable, you could nevertheless have them approved because you could always find 
other professional people to support you.  So there has to be some limit to the application 
of the Bolam principle.  
 
Q Indeed, but it is primarily a test for clinicians because it is clinicians that take 
consent and give the advice and information and, of course, they are doing so because it 
is in respect of clinical treatment.  Yes?  
A If it is involved in clinical work then, yes, that --- 
 
Q In 1989 or 1990, or through until 1993, you would not have been competent to 
give or take consent in respect of the use of CNEP or intermittent positive pressure 
ventilation.  You had not worked as a clinician for five or more years.  You had not been 
at that level in paediatrics and you would not have been competent to give or take 
consent.   
A No.  
 
Q So the witnesses that the Panel have heard from - the Dr Morgans and Dr Newell  
- were doing something that you would not have been competent to do at that very time in 
1989 and 1990?  
A Because I was not working in those circumstances.  
 
Q Indeed.  So, therefore, you would not in fact be able to help the Panel as to 
whether what they said - ignoring of course the fact you have not actually read their 
evidence - is right or wrong.  Yes?  
A What I can help the Panel with is what the thinking about the ways of obtaining 
consent was at that time.  That is why I made my earlier comment about the Bolam 
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principles because they can be taken too far.  If you always say that the only people who 
can possibly say what is the right way of doing something in the ethical field in medicine 
are other practitioners, you end up with the problem that those practitioners, having by 
and large having had no training in ethics, may well end up adhering to a considerably 
lower standard of behaviour than the current view amongst ethical experts would say is 
appropriate.  You have absolutely no way of ever improving the situation if it is always 
just clinicians who have no training in medical ethics who are - or many of whom have 
had no training in medical ethics who are the ones who determine how an ethical process 
such as taking consent should be conducted.  
 
Q Is there not a distinction, Dr Nicholson - because you took us to lots of papers 
when you opened your evidence last Friday - between cases where you are running a 
study that is not required treatment but is a study whereby you are testing out drugs on 
healthy patients, or testing out procedures on healthy patients, is there not a distinction to 
be made between that and what we have here, which is sick babies who were going to 
need ventilation, and it is a question without which they would not live and it is a 
question of which are two types of treatments.  Do you see the distinction?  
A I see a distinction between phase one studies on healthy human volunteers and 
what you are saying, but an awful lot of research and most of clinical trials also involve 
patients, whether they be for drugs or devices.  
 
Q Did you read Dr Stimmler’s evidence or that part of it where I was 
cross-examining him about given that what we were dealing with was two different 
treatment modalities that were going to be administered to these patients who needed one 
or other of the treatments by clinicians, who was the most appropriate person to take the 
consent for the treatment modalities.  His answer was very clear that it would be the 
clinicians who would be delivering the treatment.  First and foremost, this was not a 
study.  First and foremost, this was the delivery of one of two recognised types of 
treatment.  Secondly, there was the study aspect of it because they were writing it up and 
monitoring it, but first and foremost this was delivering needed ventilation to sick babies. 
  
A This is an unreasonable distinction you are trying to make.  This was a research 
study and it required Research Ethics Committee approval.  This was not just exactly the 
same as providing treatment.  There was a deliberate comparison of the two different 
ways of delivering the treatment.  Yes, I mean, that argument that you have just made was 
very common ...   
 
Q It is not an argument ---  
A ... in the 1980s and, indeed, one of the characteristic examples of it was how the 
Medical Research Council in the early 1980s said that in comparisons of different 
treatments in oncology for instance, in cancer or leukaemia treatment, the Medical 
Research Council said, “You are only dealing with two different treatments, so do not 
worry too much about getting informed consent” ---  
 
Q I was not saying that, Dr Nicholson.  What I was saying to you was had you read 
the evidence of Dr Stimmler, who said the most important or the best person to take 
consent in those circumstances is the person who is going to be involved in the delivery 
of the treatment and the follow-up of the treatment, hence the clinician on the ward who 
is going to be around for the parents to seek further questions and who is going to 
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actually be delivering the CNEP treatment.  In other words, the clinician.  It is not my 
argument.  It is Dr Stimmler’s evidence.   
A Fine.  I still think that the guidelines were correct for good ethical reasons 
suggesting that one limit the people who take consent to the chief investigator and one or 
two others.  This was perfectly possible at Queen Charlotte’s Hospital where the vast 
majority of the consents were obtained by the research fellow Joe Raine.  
 
Q That is why I asked you if you had read his evidence and I think, sadly, you have 
not.  Is that right?  You have not read Joe Raine’s evidence?  
A I am not sure whether I have read it all.  
 
Q Joe Raine made it clear in his evidence that he was in a position to do it and 
indeed there were some questions from the Panel, as I recall it, because he was a 
dedicated full-time research fellow.  He was being paid specifically to be involved in the 
trial.  He was on-call 24/7 in order to let it happen.  The number of patients was small and 
the trial ran for a short period of time.   
A This is precisely why various of the guidelines state that there is a responsibility 
on investigators to ensure that they have adequate facilities, adequate money, adequate 
staff in order to conduct a trial properly.   
 
Q Right.   
A The mere fact that you are running the trial without adequate facilities does not 
necessarily allow you to ---  
 
Q Who says they are running it without adequate facilities?  
A Well, without dedicated research fellows as one had at Queen Charlotte’s.  
 
Q Surely that is not necessarily a good thing.  If you have a dedicated research 
fellow or the investigator taking consent, you have the risk that that individual, whose job 
depends on it, is going to perhaps put a lot of pressure on someone to go into the study, or 
seek to persuade them to go into a study, whereas if you have - as this Panel has heard  
- clinicians who, one after another - and I am very sorry you have not read their evidence 
because it might have helped you - one after the other they told the Panel, “Actually it 
would have been easier for us if the child had not gone into CNEP because it was more 
hard work.  It was more intensive for us and for the nurses.  We had no interest in 
overselling CNEP and the trial to any parents or any patients because it was not in our 
interests to do so”, surely that is a much healthier situation, to have the people who are 
going to be involved in the treatment taking the consent?   
A In general I would say not.  I think it is more important that the person who is 
informing parents and the person who is taking consent is the person who knows most 
about the study and about the two different forms of treatment.  At Queen Charlotte’s 
clearly the research fellow had that sort of knowledge, whereas some of the junior 
doctors, I suspect, at North Staffs had much less knowledge, much less ---  
 
Q Why do you say that?  There is no evidence of that at all.  That is why it is very 
unfortunate, Dr Nicholson, that you should feel you can come and give expert evidence 
and make comments like that without having bothered to read the evidence of those 
doctors.  The Panel has heard I think from seven or eight of them.  Every single one of 
them, without exception, has indicated that they had experience of CNEP.  They had it 
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explained to them, they understood it.  They had access to people who could explain it to 
them.  They had advice and guidance available to them.  They had booklets, pamphlets.  
Every one without exception had said they understood the treatment.  Many of them have 
said they worked with it before and they knew how the CNEP tank worked.  They knew 
about IPPV.  None of them has expressed a single deficiency in their knowledge at the 
moment of taking consent.  Why do you say what you do?  It is because you are 
prejudiced and biased and you want to think the worst, rather than the best?  
A No, because I think that a lot of people have looked at this around the world and 
had already done so by the time this study was going on.  The conclusion that a mixture 
of people - both ethicists, lawyers and clinicians - had come to was that it is much better 
that those who are actually running a study should be the people who are ensuring that 
consent is obtained ---  
 
Q That is not the point. 
A It is their responsibility to ensure that adequate consent has been obtained. 
 
Q My point is to you, you said “I suspect those other people did not know as much 
about it” and I am asking what is the basis of saying that.  If you had taken the trouble to 
read the evidence that the Panel has heard you would know there is not a smidgen of 
evidence to support that statement.  You are reaching that suspicion, which is a negative 
one, doing down these doctors again, evidencing your bias against them rather than 
turning it in favour of them and saying “I would assume any doctor on the register, 
understanding his or her duty, would not take consent if they did not feel up to it”.  The 
public would say that is a more likely suspicion rather than your suspicion, that any 
doctor worth their medical registration would say “If I am not up to taking consent I will 
refuse.  I will call Dr Spencer out of his bed and he can do it instead”? 
A I think that is actually a very unrealistic picture of how hospitals were working 20 
years ago. 
 
Q Are you really saying that these doctors, all of whom now, I think, bar one, now 
have consultant status of some eminence?  I think one of them is a GP but the rest are all 
now consultants – and I am not running down GPs; I have a huge respect for them.  What 
I am saying is all of these people have achieved in medicine in the intervening ten years; 
they are not people who have turned into dropouts or who have not made it or who have 
been sidelined, these are all people who have achieved in medicine.  You are saying that 
these people would have put their own medical registration at risk in the period 1989 to 
1993 and taken medical consent when they were not competent to do so, when they were 
not happy that they were competent or trained to do so.  You are saying that is the 
assumption we should make, are you? 
A I am saying that it is a real possibility.  This is how hospitals worked that length of 
time ago.  Very often junior doctors were expected to take consent for a whole variety of 
things when they may have had a certain amount of knowledge about what it was they 
were obtaining consent for but they would not have had the degree of knowledge that a 
consultant would have. 
 
Q Before commenting on them adversely and their motives and their whatever, 
should you not at least have done them the favour of reading their evidence?  The Panel 
heard it; fine, you might not have been able to be here to hear it live but should you not 
have done them at least the service of reading what they had to say, and who they are and 
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what they are? 
A Certainly, but--- 
 
Q They are all people, Dr Nicholson, who have gone a lot further than you in 
medicine.  They are all people with very distinguished careers and much, much more 
expertise and experience than you--- 
A But nevertheless--- 
 
Q Before you start denigrating them and their ability to take consent, should you not 
at least listen to what they have to say? 
A I would just say that I would think it would be highly unusual if SHOs actually 
understood as much about CNEP as would the lead investigators.  I think that--- 
 
Q What was there to understand?  It was not that complicated.  It was an easily 
understood concept in terms of if you are not shoving a tube down a baby’s mouth instead 
you were putting a negative pressure on it to inflate its lungs.  What is more to be 
understood?  It is actually simpler than IPPV? 
A It depends what sort of questions parents are going to ask.  One would certainly be 
interested to know whether the senior house officers had as much knowledge of the 
background of the development of CNEP and of the ways in which these researchers had 
dealt with some of the drawbacks to the process which had previously been discovered, 
the problems such as temperature control, such as problems with the neck seal, what had 
they done to try and make sure that these problems were no longer evident.  Is this the 
sort of information that each SHO would have been given?  It was not given on the parent 
information sheet. 
 
Q That is why, again, Dr Nicholson, I am truly amazed that you feel you can give 
this sort of evidence without having read what the doctors said.  Let me help you – and 
we are going to go and get a copy of it in a second.  There was an information booklet for 
all of the doctors that gave very great detail as to what CNEP involved.  There was also a 
folder for parents that the doctors brought out, which we have got here.  I suspect you 
have not seen either of those but, again, if you had read the evidence from those doctors 
you would have heard them say that they had both folders for parents and they had 
information folders for them as doctors.  They had training sessions in the hospital, they 
had training sessions from a specialist nurse and they had full access at any stage to Drs 
Southall or Samuels if they had any technical or other query.  Were you aware of that? 
A I was aware that there had been training sessions, yes, but were the training 
sessions training in how to operate CNEP or were the training sessions how to obtain 
consent and what information you need to have and know before you can approach 
parents to obtain consent? 
 
Q Were you aware that Dr Raine had been videoed by Dr Southall and Dr Samuels 
taking consent from Dr Southall’s secretary? 
A I was aware of that.  What happened was after he had failed to obtain consent the 
first time he tried and so presumably there was concern that he might fail again to obtain 
consent and so training was set up for him.  But was similar training provided to all the 
SHOs here at North Staffs?  Did they all receive video training in how to obtain consent? 
 
Q Can I show you this and see whether…  (Folder handed to witness). 
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MISS O’ROURKE:  Sir, after the witness has looked at it, this is the document I would 
like the Panel in due course to see so I do not see any reason why it should not be 
circulated to you.  It is in your bundle photocopied, but the photocopy is bad and so you 
are not able to see some of what may be significant. 
 
THE CHAIRMAN:  (Inaudible – microphone off)… quarter-to one. 
 
MISS O’ROURKE:  That is probably a convenient moment because it will be when I am 
about to move away from the topic of information leaflets on to something else.  Sir, can 
I just indicate while I am at it that I am not as optimistic as I was yesterday about 
finishing my questioning by the afternoon tea break. 
 
THE CHAIRMAN:  We may have a discussion about that when we break for lunch. 
 
MR FORDE:  Sir, could I make one comment for the record?  I have been asked to do 
this by my learned friend Ms Sullivan.  I require, before I commence cross-examination 
of this witness, him to read Dr Arya’s evidence D14/66-95, Barbara Cannings’s evidence 
D15/26-40, Claire Newall’s evidence D17/1-29, Dr Livera’s evidence pages 29 to 51 also 
on day 17; the evidence of the following doctors on day 18, Morgan, Brookfield and 
Wheatley between pages 1-86; Dr Palmer’s evidence D19/1-29, Dr Stimmler’s evidence 
on days 20-21, Dr Raine D21/56 to the end of the transcript and D22/1-35 inclusive. 
 
MS SULLIVAN:  I am grateful for that, but as I cannot do shorthand perhaps Mr Forde 
would repeat it to me later. 
 
MR FORDE:  I shall give you the piece of paper. 
 
MS SULLIVAN:  Thank you. 
 
MISS O’ROURKE:  Thank you, sir.  (To the witness)  You have had an opportunity, 
I think, to look at that folder, Dr Nicholson? 
A Yes. 
 
Q This is a folder that was available to the doctors and quite a few of them gave 
evidence to that effect, that they could take and show to parents, only from 1992 because 
you will see from the front cover it is dated January 1992 – yes? 
A Right. 
 
Q Before that several of them gave evidence that there were individual sheets and 
one of them, I think Kate Palmer, said she herself had put together some sheets and some 
photographs because she found it a helpful way to show it to parents – yes? 
A Yes. 
 
Q I want you to look next – I am not sure at the moment that it is in the bundle but 
we could have it copied – at the flow charts.  It is the material identified by Dr Wheatley  
– I think it might be in file 1.  It is in file one, tab 2.  Dr Wheatley identified it and in fact 
we were served it as an exhibit to his statement.   
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THE CHAIRMAN:  (Inaudible – microphone off) 
 
MISS O’ROURKE:  Yes, sir, that is one of the pages.  That is why I say I am not sure 
that you have had all of it and I think we may need to have it copied.  It was an exhibit – 
my learned friend will have it – it was RW6 to Dr Wheatley’s statement and it is a 
document dealing with entry criteria, exclusion criteria, explanations of that sort, 
indications for CNEP, description of CNEP tank.  I am not sure it is there, so we will 
have it copied and added. 
(To the witness)  Could I ask you to have a look at this, Dr Nicholson?  (Same handed)  
We will have it copied for the Panel over the lunch adjournment. 
 
Q You should find somewhere on those pages, “If you have got any queries at any 
time then call Dr Samuels or Dr Southall, here are their phone numbers and here are their 
bleep numbers.”  You see that?  You will confirm there is technical information there 
about how the tanks work, what are the exclusion criteria, what are the entry criteria, 
there is a flow chart showing how you put somebody in and at what stage.  There is an 
abundance of material there for doctors.  Yes? 
A Yes, for doctors presumably at Queen Charlotte’s. 
 
Q No, this was the material made available at Stoke and that is why it has the 
number for Samuels and Southall in it.  Dr Wheatley--- 
A It says, “If Dr Raine cannot be contacted” at the bottom of the first page.  
 
Q Yes, he was also a point of contact.  Again, it is really very unfortunate that you 
have chosen not to read the evidence but had you read the evidence you would have heard 
that the doctor said Dr Raine was also someone they could contact on the study.  This 
material has come from the witness statement of Dr Wheatley.  Dr Wheatley has 
exhibited this document to his witness statement and said, “This is the material that was 
available to him as a doctor.”  He has also given evidence to this Panel that he was able to 
call Southall or Samuels if he had any queries and that he had this information available.  
Again, you are having to take the negative point and try and argue this was not available 
at Stoke without even knowing that.  Why are you doing that?  Another example of your 
bias against these practitioners? 
A Not at all, it is just that the very first page or two seems to be referring to the 
Postgraduate Medical School and saying the Brompton. 
 
Q I had told you this material was available at Stoke, so why were you denying it?  I 
had told you that and I had told you that a witness had said that and you immediately 
have to go in the negative and say, “This is only at the Brompton.”  
A I am sorry, I think at the point where you asked me you had not told me this was 
available at Stoke.  
 
Q I had told you.  We are only concerned with Stoke in this case.  This is material 
that a doctor who has given evidence to this Panel has said was available at Stoke.  We 
have got a number of other booklets as well. I am going to probably put them to you after 
the luncheon adjournment.  Ms Sullivan, I think, has not seen one or two of these so we 
had better make them available to her and we may need to make copies. 
 
If that material was available, then those are doctors who are well informed and are told if 
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it doubt phone Samuels or Southall.  Yes? 
A I have not read the whole of it but certainly it seems to be plenty of information 
for them, but whether that information is adequate to answer all the questions that parents 
might have I could not tell without reading it.  
 
Q You could not tell in any event because you have not got the expertise to do so, 
could you?  You were not as well qualified as these SHOs or registrars.  You would not 
have the expertise to tell us? 
A It is a very interesting question, how does a Research Ethics Committee ever 
come to a decision about what sort of information parents or other patients need before 
they can go into a research trial.  If one constantly says the only people who can provide 
the information are those who are medical experts, this is not a way in which one ends up 
ever providing adequate information to potential research subjects.  
 
Q No, Dr Nicholson, it is very easy.  I am not saying you have to be a medical 
expert.  I am saying these senior senior house officers or junior registrars are in a position 
to do it and if the Medical Ethics Committee has a clinician on it, the clinician is able to 
do it.  I am saying you are not able to do it because you had a short and undistinguished 
career in medicine? 
A I would suggest that having had a lot of experience on research ethics committees, 
having seen a lot of patient information sheets in my time and having helped people to 
improve the way in which they write them, I would suggest that I do have a certain 
expertise which allows me to say what sort of things ought to be on information sheets for 
parents and patients. 
 
Q This is not a parents information sheet.  This is for the doctors.  You were saying 
these clinicians may not be the right people because they will not know, they will not 
have the adequate information.  I am saying to you, what is to know about CNEP?   You 
are saying there could be lots of technical stuff about heating and controlling and neck 
seals and I am saying here it is, it was all provided, written down for all of these doctors 
with a phone number saying, “If you have got any queries at all, then phone these guys 
and they will be paged 24/7”.  That is where we are.  This is information for doctors.  
You were saying these doctors were not up to it or you were suspecting they were not 
without having done them the service of reading their statements.  Now I am saying here 
is what one of them said he had and it was all very good. 
A As I say, I would need to go through this.  
 
MS SULLIVAN:  We are going to have it copied for the Panel and you can have a chance 
to look at it over the lunch adjournment. 
 
Sir, so that is probably a convenient moment because we can copy that and we can also 
have copied or let Ms Sullivan and the Legal Assessor see some of the other material 
which has come to light.  
 
THE CHAIRMAN:  Thank you very much.  Just before we do break, can I pick up on 
some of the points which were being raised yesterday which indicate that over the next, I 
could say, week there are considerations which would affect the even running of the 
hearing.  Looking at the most immediate position, which is Dr Nicholson completing his 
evidence, it seemed to the Panel on the basis of the debate which took place last night that 
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unless Mr and Mrs Henshall were to indicate voluntarily that they were happy for the 
cross-examination to continue in their absence tomorrow, that it would not be appropriate 
to continue with cross-examination tomorrow in their absence – as I say, absent such a 
voluntary indication, which means that we get to wherever we get to today and then Dr 
Nicholson has kindly indicated he is available on Monday but not on Tuesday.  There is 
another hiccup there because at present the latest the Panel can sit on Monday is quarter-
to three in the afternoon.   
 
My suggestion – we can come back to this after the luncheon adjournment if we need to – 
is that with appropriate breaks we should have an extended sitting today.  I am conscious, 
of course, of the fact that Dr Nicholson is giving evidence and will have been all day, but 
with appropriate breaks to have an extended sitting today.  I am also conscious of the 
shorthand writer requirements, but say 6.00, 6.30, something like that.  I am not expecting 
an instant reaction to the situation, I am just floating ideas which perhaps we can come 
back to after the lunch adjournment, but there these sort of problems over timing and 
sitting times. 
 
That is a suggestion as to how we should seek to address the situation, have an extended 
sitting today, not continue with cross-examination tomorrow unless, as I say, the 
Henshalls give a voluntary indication that they would be content with that, and then, as I 
say, we do have this problem on Monday.  If we are unable for any reason to finish Dr 
Nicholson by Monday quarter-to three, then, of course, we have got the next set of 
problems to address. 
 
Let us break now until five-to two and we will carry on then.  Thank you all very much. 
 

(The Panel adjourned for lunch) 
 
THE CHAIRMAN:  Welcome back, everybody.  Miss O’Rourke, before you start again, I 
am aware that there has been some consideration over the lunch break given to 
timetabling and one of the things which I should make clear, although I think I may have 
alluded to it in what I said before lunch, was that if the question of possibly sitting 
beyond the normal time were to arise this afternoon, Dr Nicholson, I would certainly give 
you the opportunity to express a view at that stage as to whether you feel you are able to 
carry on or whether you would prefer a break. 
 
MS SULLIVAN:  Can I just say, Miss O’Rourke mentioned some documents she was 
going to show me.  
 
MISS O’ROURKE:  Sir, I am now not going to use them.  I do not know if somebody 
else will.  I have had a chance to look at them, they were only handed to me while I was 
cross-examining and I do not intend to put them to this witness but it may be somebody 
else does, in which case Ms Sullivan will be shown them.  Sir, they are documents that I 
understand have very recently emanated from the Trust and it is not clear to me that I 
have got an evidential foundation for putting them to this witness at this stage, so it is not 
appropriate. 
 
THE CHAIRMAN:  Is that all right, Ms Sullivan? 
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MS SULLIVAN:  That is fine.  
 
MISS O’ROURKE:  They are hereabouts and somebody else may well choose to deal 
with them. 
 
Q Dr Nicholson, I want to come back to you talking to Miss Morris from Eversheds 
on 26 March of this year.  I have already asked you about the comment that she records of 
you saying the charges overall were rather thin.  She also records you saying some further 
things and can I ask you whether you recall saying this and, if you did, whether you think 
it was the appropriate sort of thing for someone who was being called as an expert on 
medical ethics to say. 
 
She records you as saying you wondered if there was any evidence as to whether the 
CNEP tanks had been assessed by an independent expert to be fit for the purpose, as you 
found it strange the Pediatrics paper does not mention where the tanks came from, which 
his unusual.  Did you say that to Miss Morris? 
A Yes, I probably did, yes. 
 
Q What business is it of a medical ethics expert to be raising questions about 
technical aspects of the tank and suggesting that as a line of enquiry for charges?  Can 
you help us? 
A Because it relates to the safety issue.  The information sheet for parents said that 
this technique was safe and effective.  In the Pediatrics paper every other bit of equipment 
that has been used in the study had, as is normal practice in papers, a little statement 
afterwards about which company it had come from. 
 
Q This is now 15 years after the end of the trial, 12 years after the Pediatrics paper.  
Have you ever heard anything anywhere that suggested that any of the tanks used for any 
of the 122 children in this trial who had a tank was in any way safe or caused any sort of 
safety problems?  Is there a smidgeon of evidence anywhere?  Remember, we are 15 
years after the events and 12 years after the paper, 26 March 2008? 
A Clearly there were the cases where the infants had suffered some damage to their 
necks.  Now that presumably was a result of their being in the CNEP tank, so therefore it 
would raise an issue of the safety of the equipment. 
 
Q No, that was to do with the neck seal and you were surely aware of that.  You had 
read Joe Raines’s thesis, had you not, by 26 March 2008?  This is twelve days after your 
experts’ report Miss Morris is talking to you, you have signed off and sent her your 
report? 
A Yes, but the neck seal is clearly part of the tank, is it not? 
 
Q No.  Any evidence as to whether the tanks had been assessed by an independent 
expert to be fit for their purpose and they do not mention where they came from.  What 
on earth were you doing as not a technical expert or a medical expert but someone 
supposedly instructed for medical ethics trying to suggest there may be some sort of 
technical charge to be investigated or made out.  What business of yours was it? 
A It was a question that I thought worthy of discussion.  A lot of equipment in those 
days had been assessed by the British Standards Institute, had been given a kite mark or 
more up to date versions of that sort of marking and it was just a point that had occurred 
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to me when reading the Pediatrics paper as to why the origin of these tanks in terms of 
who manufactured them had not been mentioned when it was mentioned for every other 
bit of equipment in the study. 
 
 
Q In the presence or absence of any evidence that there had been any such problems, 
this was you trying to bolster up charges against these individuals because you have 
already expressed the view that they are overall rather thin and narrowed down and you 
were trying to see if there was any other way that we can nail these guys.  That is what it 
was, was it not?  
A It was just a point of curiosity. 
 
Q Really. 
A I was not suggesting that there was a charge there or anything, I was just curious 
… 
 
Q Let us come to the next paragraph.  Did you start making suggestions to 
Miss Morris as to amending charges?  Do you recall that? 
A I do not recall … 
 
Q Do you think it is the role of an independent expert to start telling the prosecuting 
solicitor about amending charges?  Is that the role of an independent expert in your view? 
A No, I do not think so. 
 
MS SULLIVAN:  Actually, there is no objection to an expert indicating amendments, if 
appropriate. 
 
MISS O’ROURKE:  Amendments if it is decreasing it or saying, “It is not appropriate 
and you cannot sustain it and I would not support it”.  What I am about to suggest is that 
he is wanting to amend to add to it.  Let me read you what Miss Morris records and tell 
me whether you agree with this: 
 

“Dr Nicholson agreed we should amend the charge so that it is not 
specific in criticising the way that the scoring system failed to work 
in relation to the dead babies as effectively that meant it didn’t work 
at all.  He agreed we should include a charge that the researchers 
were unable to produce valid results as that would be the result of 
having a scoring system that didn’t work”. 

 
Do you remember saying that? 
A I do not actually remember it but it sounds perfectly possible. 
 
Q Is it really the business of the medical ethics expert to say, “We should include 
a charge.  The researchers were unable to produce valid results as that would be the result 
of having a scoring system that did not work”?  That is not a question of ethics, that is a 
question of statistics and that is a question of clinicians in terms of results. 
A The scoring systems do certainly raise ethical issues and I certainly at that stage 
did not think that the scoring system was outwith the areas on which I could comment. 
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MISS O’ROURKE:  Listen again to the words: 
 

“He agreed we should also include a charge that the researchers 
were unable to produce valid results as that would be the result of 
having a scoring system that didn’t work”.   

 
It is not about the ethics of the scoring system, it is saying, “This is a system that does not 
work statistically and cannot produce valid results”. 
 
THE LEGAL ASSESSOR:  The words “he agreed” would suggest that the solicitor was 
asking for his opinion on the subject. 
 
MISS O’ROURKE:  It is possible that that is the case but he should be saying in those 
circumstances, “This is not a matter for me”.  (To the witness)  Or did you think that it 
was a matter for you? 
A In that I mentioned this to Miss Morris, yes, I clearly thought it was something 
within the area in which I could comment. 
 
Q Going back to your comment about your equipment in the CNEP tanks, you were 
aware that Samuels and Southall had published in the British Medical Journal in 
November 1998 about CNEP tanks, were you not? 
A Yes. 
 
Q And you have read it? 
A Yes. 
 
Q And you are aware that that describes the apparatus very fully.  It describes the 
makers, Horner and Wells in Chelmsford; it describes the latex seal and who were the 
manufacturers of that, Pentonville Rubber Products London; and the thickness and it then 
describes the stockinette and who were the manufacturers of that Eesiban, E Sallis of 
Nottingham; and it then describes the platform incubator and the manufacturers of that, 
Vickers Medical in Basingstoke, and it then describes the subatmospheric pressure 
production unit and DHB Tools in Lemmington Spa. 
A Yes. 
 
Q So, you were aware that the tanks that they were using had in fact been fully 
described for everybody to read in the BMJ.   
A I probably had not reminded myself of that paper by the time I mentioned this to 
Miss Morris. 
 
MISS O’ROURKE:  Okay, let us move on. I want to go back now to the Griffiths inquiry 
and what you said to them and I think that you have a copy of your material to the 
Griffiths inquiry and, unless there is any objection, I would wish the Panel to have a copy 
of this as well because I think it is important that they do unless Ms Sullivan objects. 
 
MS SULLIVAN:  I have no objection. 
 
MISS O’ROURKE:  I ask that it be handed to the Panel.  (Same handed to the members 
of the Panel and marked as D18)  (To the witness)  We have already looked at this earlier, 
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Dr Nicholson, and you can confirm that the first three pages of it are a record of the 
interview that you had with MHCN which took place on 24 February 1999. 
A Yes. 
 
 
Q Then the last four pages are a record of the interview you had with the Expert 
Panel and the Expert Panel means Professor Griffiths himself and the two people who 
were on the Panel with Professor Griffiths. 
A Yes. 
 
Q And that was on 29 July 1999. 
A Yes. 
 
Q So, five/six months later.  Please say “yes”, because the shorthand writer does not 
get down the nod of a head. 
A Yes. 
 
Q If we look at the first page of it which is your interview with MHCN, you are 
asked for your views generally on the issues surrounding informed consent and the 
practicality of audit. 
A That is correct. 
 
Q You are not being asked to comment on these individual clinicians or indeed on 
their capabilities, competence or anything of that sort and indeed you would accept, 
hopefully, that that would be inappropriate because your experience is in ethics 
committees.  
A That is correct. 
 
Q The next paragraph is you telling MHCN about sparseness of official guidance 
about the operation responsibilities, training and funding of local Research Ethics 
Committees. 
A Yes. 
 
Q That is commenting in 1999 which is nine years after the relevant local Research 
Ethic Committee was considering the application in this case because we know that that 
was in January 1990.  Yes?  (Pause)  Dr Nicholson, would you agree?  You were making 
a comment about sparseness of official guidance now in 1999, some nine years after the 
relevant application in this case which was in January 1990.  
A Yes.  I think I was meaning official guidance from the Department of Health. 
 
Q Then, if we look on the second page, you give something of a history of what 
happens with Research Ethics Committees and you say in the third paragraph of that 
page: 
 

“… whether or not a Research Ethics Committee insists on fully 
informed consent being obtained from all research subjects is a 
measure of the robustness of the ethics committee approval”. 
 

A Yes. 
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Q And in this case, I think you have seen as part of the documents in the case the 
Ethics Committee approval for this trial in Stoke and there was nothing stated in the 
Ethics Committee letter of approval as to informed consent. 
A That is correct. 
 
Q In the next paragraph, you give evidence and answer questions about continuing 
review by Research Ethics Committees and in the middle of that paragraph you say that 
you found that: 
 

“only a minority of UK LRECs presently require an annual report 
from researchers”. 

 
A That is correct. 
 
Q And you added that, 
 

“in the case of adverse event reports and protocol amendments, it is 
clear that better national guidance is needed”. 
 

A Yes. 
 
Q And you were talking now in February 1999. 
A Yes. 
 
Q  So you are saying even nine years later that there is not clear guidance for either 
adverse events reports or protocol amendments and that is why you were saying that 
national guidance is going to be needed. 
A I was saying that there was a need for clearer guidance from the Department of 
Health, yes. 
 
Q So you are accepting that that did not even exist by February 1999. 
A That guidance from the Department of Health was not available, not that there 
was not guidance available from other sources but Research Ethics Committees were 
likely to --- 
 
Q You do not say “Department of Health” there, you simply say that better national 
guidance is needed.  In other words, there is not nationally available guidance. 
A That was certainly what I was meaning and I think that is what the person writing 
this note has understood by the word “national”. 
 
Q In the next paragraph you then describe a difficulty in the present system and that 
is present again as in 1999 “is that LREC’s work mainly in isolation”. So, that was even 
more true in 1999, was it not? 
A Certainly committees were working in isolation in 1990 and 1989, yes. 
 
Q In the next paragraph in looking at North Staffs, you say: 
 

“… the only way of measuring the robustness of LRECs nationally, 
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is to examine the annual reports that have been required since 1992”. 
 
A Actually, since 1992 I would have said because that is when the Red Book came 
out. 
 
 
Q You then said: 
 

“…. It can be seen from these reports that only North Staffordshire 
has a separate body, the Scientific Merit Committee (…), working 
alongside the Local Research Ethics Committee”. 
 

A Yes. 
 
Q Then, on the next page in the penultimate paragraph: 
 

“Finally, Dr Nicholson outlined his unease (previously the subject of 
an article in the Bulletin of Medical Ethics and correspondence with 
the Consultant Paediatrician concerned, Professor Southall), 
concerning the more recently approved research trial in North Staffs 
that involved healthy young infants spending a night with reduced 
oxygen levels in a tend in hospital”. 
 

A Yes. 
 
Q That is the article at which we looked before the morning tea-break and where the 
Lewington Partnership were caused by the Trust to write you letters. 
A Yes. 
 
Q You appeared to be the one who has raised this with the Griffiths Inquiry which 
was an inquiry specifically set up to look into CNEP. 
A I see no evidence that I necessarily raised this. 
 
Q What, the MHCN people themselves suddenly raised with you – are they are all 
subscribers to the Bulletin of Medical Ethics – that you had written an article and that you 
had engaged in correspondence with Professor Southall? 
A I do not know whether it came from the MHCN side or from me. 
 
Q It came from you is our suggestion.  Apart from that, you were not in fact engaged 
in correspondence with a consultant unless you mean that you wrote to him but he did not 
write to you. 
A This is somebody else’s note and not my note of the meeting. 
 
MS SULLIVAN:  There is an indication in the last sentence that MHCN was aware of 
these concerns from copy documents provided by the NHS Executive. 
 
MISS O’ROURKE:  You then say in that note that you were surprised at the response 
you received to the issues you raised was not from the consultants to whom you had 
written but from Lewingtons – and that is the material at which we have looked – the 
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legal advisers to the Trust. 
 

“Dr Nicholson said that the correspondence from the lawyers did not 
in any way respond to the clinical and ethical issues that had been 
raised”. 

 
That is not right.  You had a four-page letter from the lawyers setting out why it was that 
they said you were wrong.  You have two pages of it in the bundle – and I can provide to 
you all four pages – before you this morning where they start to answer why they say you 
are incorrect.  It starts on page 4 of your bundle – Sir, in the Panel’s it will be page 7 
because you have had the article itself annexed to the front as Appendix 1 – and it starts 
to answer them and tells you that the research concerned the respiratory effects and that 
the objective of the research was two-fold and then it mentions (a) and (b) and there are 
two more pages where it answers it and then, on the page that you have next, it says that 
it is not the actions of Southall’s team, the LREC members and the Trust which put the 
research community in jeopardy as suggested in the offending item, rather articles that are 
written by the author and they have gone on in the meantime and answered the medical 
aspects.  Why did you tell MHCN all this? 
A Look, I am unable to answer this with only part of the letter from the Lewington 
Partnership. 
 
Q I will make the other two pages available to you. 
A I think that it was fairly clear within that that there was support for what I said 
here that the response from Lewingtons did not cover the issues that I had raised in the 
article. 
 
Q Yes, well, it does.  In fact, there is - yes, there are two pages missing.   
A Let us see the whole letter, then.  
 
Q The letter was drafted not just by lawyers, as you might expect, Professor Southall 
had some input, the Medical Director had some input and, as you know, the Medical 
Director was a consultant in respiratory medicine.  (Same handed) There is the whole 
letter.  (To the Chairman) Sir, again we can have the whole letter copied I was earlier 
trying to put in.  (To the witness) For example, if you have the second page, it says:   
 

“It is particularly noteworthy that 13 of the 34 infants involved were 
siblings of children who had previously died of SIDS.”   
 

The item in the bulletin:   
 

“The infants taking part in the study were all healthy with no 
congenital abnormalities.  The parents of babies in the study were all 
provided with not only an extensive parental information sheet 
explaining the nature of the research but also were given verbal 
information ... There was no discomfort or more than minimal risk 
associated with the investigation.  The reduced level of oxygen 
which the babies breathed, simulates the same as is experienced on 
an aeroplane flight or on holiday or resident at an altitude of 8,000 ft 
above sea level which is not uncommon.  Moreover, there was 
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monitoring of the babies conditions before, during and after the 
study to ensure their safety at all times.  Needless to say the 
co-operation and involvement of the parents was both sought and 
welcomed.”   

 
Then it goes on to answer and then says,  
 

“Notwithstanding those facts which the Bulletin’s own item had just 
set out, the unnamed author of the ‘Comment’ section hiding behind 
the shield of anonymity, saw fit (in circumstances which demand 
urgent clarification) to make a series of utterly unfounded and 
gravely irresponsible and damaging allegations about the study.  The 
allegations made in the article and our clients’ comments are as 
follows ...”   

 
Then it goes 1, 2, 3, 4, 5, 6, 7, 8 comments followed by full answers.  Now, is that 
appropriate to say:   
 

“Dr Nicholson said that the correspondence from the lawyers did not 
in any way respond to the clinical and ethical issues that he had 
raised.”   

 
Every single issue was answered and that is why they invited you to issue a retraction.  
(To the Chairman) Sir, I think we will get those two pages copied for the Panel.  I think it 
is probably important.  (To the witness) So you misled MHCN, did you?  
A No, I did not mislead them.  
 
Q So you stand by it, having read that letter - because we will let the Panel see it - 
you stand by that the correspondence from the lawyers did not in any way respond to the 
clinical and ethical issues that you had raised?  
A It certainly did not respond to the issue of risk which is the most important one.  
 
Q No.  The clinical and ethical issues that you had raised it does respond to it.   
A I do not know whether the Panel wishes to have a great big discussion on a totally 
different ---  
 
Q They are going to have a copy of it in due course, but the point I am making to 
you is here is another example of you trying to make trouble for David Southall.  You 
have already written an article.  You are trying to puff up your own article and you are 
gratuitously making reference to this to create trouble for David Southall.   
A This was the first time that I had criticised a research project of Professor 
Southall.  What is not apparent in the letter in response was any discussion about the level 
of risk to which these infants had been put, nor was there any discussion of the fact that it 
is well accepted that non-therapeutic research with children must not involve anything 
more than minimal risk ...   
 
Q Dr Nicholson, read the sentence.   
A ... in order to be lawful.  Now these things ---   
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Q Dr Nicholson ... 
 
MS SULLIVAN:  Can he finish what he is saying?   
 
MISS O’ROURKE:  ... plain English, read the sentence.  Does not require medical 
expertise, which we say you do not have:   
 

“... the correspondence from the lawyers did not in any way respond 
to the clinical and ethical issues that he had raised.”   
 

There was three and a half pages of response to clinical matters and to ethical matters.  
They set out minimal risk.  They set out patient information leaflets.  They set out patient 
letters.  That is just a complete misstatement “did not in any way respond”.  That is to 
give some suggestion that the lawyers told you to back off without giving you any 
reasons.  That is simply untrue.  
A Bear in mind that this is a report of what I am supposed to have said ---  
 
Q Were you not sent a copy of this?  We understood everybody who spoke to 
Griffiths was provided with a copy of their interview because it was then to be published 
material.  Were you not sent a copy?   
A I am sure that I was sent a copy but ---  
 
Q And you would have jumped up and said, “Gosh, I have been misstated and 
wickedly so”?  
A No, I would not because I do not tend to demand corrections to other people’s 
records of meetings unless I believe that it is a really serious matter.  
 
Q Let us look at this next couple of pages because that is when we get to the really 
serious matters and let us see if the Griffiths panel has misquoted you.  Go to the next 
page.  This is a meeting with you and the panel on 29 July 1999.  Second paragraph:   
 

“Dr Nicholson told the Expert Panel that he had felt concerned about 
a number of issues surrounding clinical practice and research 
framework in North Staffs.”   

 
Although you told us that the first time you published on this - you told us this a few 
minutes ago - was your 1998 article, in fact you then tell Griffiths:   
 

“In 1994, he had became aware of questions being asked as to 
whether the way in which Covert Video Surveillance was being used 
in North Staffordshire Hospital NHS Trust was ethical.” 

 
How do you become aware of that?  Who made you aware of it?  
A I believe that it was the Director of the Centre for Philosophy and Healthcare at 
Swansea University and ---  
 
Q Who had received information from Brian Morgan?  
A Sorry?   
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Q Who had been involved with Brian Morgan, the Brian Morgan we mentioned 
earlier, the journalist in South Wales?  
A I was not aware of that at the time.  The first time I had ever come across covert 
video surveillance was when I was offered the document which an ad hoc review 
committee had produced at the Brompton Hospital to look at the circumstances in which 
covert video surveillance could be permitted to be undertaken at the Brompton Hospital 
and at ---  
 
Q What involvement would you have had with this matter in ---  
 
MS SULLIVAN:  Sorry, can he just finish?   
 
MISS O’ROURKE:  I thought he had finished.   
 
THE WITNESS:  So at some point I had published the statement of guidelines which that 
ad hoc Ethics Committee at the Brompton Hospital had produced on how covert video 
surveillance should be conducted there.  
 
Q What involvement of it of yours was it, was Staffordshire and North Staffordshire 
in 1994?  I cannot see from your CV that you had any involvement.  I am presuming this 
is the case in fact:  you had never had any involvement with the Staffordshire Ethics 
Committee, have you?  
A Not with a Staffordshire committee at that time, no.   
 
Q Not at that time or any time.  You have never been a member of the North 
Staffordshire Ethics Committee, have you?  
A No, I have certainly not been a member of the committee. 
 
Q So what business of yours was this in 1994 then?  In what of your roles as we see 
on the CV was this a matter for you?  
A Because I had published this guidance from the Brompton Hospital some years 
early, somebody drew my attention to it.  
 
Q Right, but you are now giving supposedly expert opinion evidence to the expert 
panel of Griffiths.  You have not been involved in the factual matrix of covert video 
surveillance in North Staffs in 1994.  You have not been on any ethics committee and you 
have not held any post or position, as far as we can see from your CV, that would have 
given you any involvement in it.  You are not an expert in covert video surveillance, are 
you?  
A No.  
 
Q You are not a paediatrician.  What business of yours was it to be saying as one of 
the first things that you said to the expert panel other than having a go at David Southall?  
A Because I was concerned that the process of covert video surveillance, as it had 
been reported to me, was not being conducted as a forensic police-led process, which was 
what the Brompton Hospital had insisted upon and that ...   
 
Q As it had been ---  
A ... seemed to me to raise considerable ethical issues about how it was being 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D28/69 

Transcribe UK 
VRS Ltd 

01889 270708 
 

undertaken.  
 
Q As it had been reported to you, so you were relying on anecdotal, second, third, 
fourth-hand hearsay, were you?  
A It was as it was reported to me, yes.  I was relying --- 
 
Q Yes, second, third and fourth-hand hearsay with no direct involvement in what 
was going on at Staffordshire.  No access to any documentation or papers as to what was 
going on in Staffordshire.  You were purporting to give expert advice to a panel and to 
have a go at David Southall?  
A I am not sure that I was necessarily purporting to be giving expert advice.  I mean, 
they had ---  
 
Q Evidence, expert evidence, not advice.   
A They are not in the same sense ---  
 
Q You did not have any material, did you? 
 
MS SULLIVAN:  Can he finish?   
 
MISS O’ROURKE:  You did not have any material.  You had not got any access to 
primary documents.  You had not spoken to or interviewed David Southall or anybody 
else.  You had not been present, so this was anecdotal tittle-tattle.  It was not informed 
opinion.  
A No, I just find myself wondering whether it is impossible to deal with anything in 
the matter in the field of ethics without having primary documentation, whether 
everything one does in medicine has to be dependent on primary documentation.  I just 
feel that you may be pushing this a little bit too far.   
 
Q Dr Nicholson, it does if you are purporting to be an expert because you have not 
been involved in the factual matrix --- 
A I do not think anywhere in --- 
 
Q Just let me finish.  Those who are involved in the factual matrix can, of course, 
talk about stuff without primary documentation ---  
A Is it anywhere stated in this that I was being interviewed as an expert witness?   
 
Q What else were you being interviewed as?  You had not been factually involved in 
this.  What else were you being interviewed as?  
A Presumably I was being interviewed as a result of what I had - the information  
I had given at a previous meeting with MHCN and as a result of what I called the 
background paper and you called a written submission to the Griffiths Inquiry.  
 
Q So that you understand our case, we say you were being interviewed initially by 
MHCN - as is made clear in the first paragraph of the document - as someone who had 
expressed concerns nationally and directly to individuals in North Staffordshire.  Your 
interview with MHCN largely stuck to that script, although you volunteered comment on 
hypoxia.  The expert panel then saw you against that background and suddenly you raised 
covert video surveillance gratuitously.   
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A Not entirely gratuitously because the information I had been given at that time 
was that there had not been ethical review of the process of covert video surveillance at 
North Staffordshire, although at that time it was not yet an accepted procedure and 
certainly there were some people who were concerned that it should have been regarded 
still as a research procedure.  
 
Q I want to come on to the fourth paragraph on that fourth page when you meet the 
expert panel, the one that starts, “In regard to the CNEP research”.  Do you see that 
paragraph?   
A Yes.  
 
Q I am going to ask you about the last sentence:   
 

“Dr Nicholson added that two decades earlier, doctors ‘had given 
up’ on the use of negative pressure ventilation.”   

 
That was an incorrect statement.   
A Was it incorrect?   
 
Q Yes.  Samuel and Southall were using it?  
A Sorry?   
 
Q Samuel and Southall were using it in 1989 and published in the BMJ.  It was being 
used around the country as a treatment for bronchiolitis.   
A I do not ---  
 
Q It was an incorrect statement that doctors had given up on the use of negative 
pressure ventilation.  It was being used in a number of units around the country.  If you 
had read the BMJ ---   
A I think the number of units was extremely small.  What am I talking about?  Two 
decades earlier, that is --- 
 
Q No.  If you had been sent a copy ---  
A Round about 1970 then that was a time when there were very few doctors.  
 
Q That is not what it says:   
 

“Dr Nicholson added that two decades earlier, doctors ‘had given 
up’ on the use of negative pressure ventilation.”   
 

That is a fundamental misstatement.  The paper in the BMJ published in 1989 made it 
clear that it was being used in the Brompton and it was being used in several other units 
and it was being used to treat bronchiolitis. 
A In the --- 
 
MS SULLIVAN:  This is 1999, the time at which he is speaking.  
 
MISS O’ROURKE:  Yes, exactly.  That makes it even all the more the case that you are 
telling this Panel that in regard to CNEP that two decades earlier doctors had given up 
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using it.  I am suggesting to you - and indeed again if you had bothered to read the 
evidence of the witnesses in this case you would see that Dr Livera said it was being used 
in Stoke and had been used for quite a few years at the time the trial came in for prem 
babies.  It was already been used in Stoke.  
A Okay, so in Stoke it was being used ...  
 
Q It was being used in the Brompton.   
A ... in the 1980s and I am referring back to the 1970s when I think most 
paediatricians ...   
 
Q Dr Nicholson ---  
A ... in this country were not using it.  
 
Q “Had given up” means stopped being used, whereas in fact at the time the CNEP 
trial started it was being used in a number of units, there had been publications in the 
BMJ in the very year, 1989, and it was quite clear it was being used as a standard 
treatment for bronchiolitis, or were you not aware of that? 
A It was used in some units. 
 
Q Twenty centres – Samuels and Southall paper, BMJ 18 November 1989, 20 
centres were using it.  So doctors had given up on it, had they? 
A I think two decades earlier most doctors had given up on it--- 
 
Q Did you do any research--- 
A What you are referring to is--- 
 
MS SULLIVAN:  I am sorry, there have been so many occasions when they have each 
talked over each other.  If the witness could be allowed to finish his answer and then Miss 
O’Rourke can ask her question I think it would be easier. 
 
MISS O’ROURKE:  I had not actually finished my question and he started talking, but let 
him speak.  (To the witness)  What did you want to say? 
A I merely wanted to say that at the time of the paper you are referring to that is one 
decade earlier and I was referring to two decades earlier and certainly some doctors had 
given up on it. 
 
Q It does not say “some” and I am going to invite the Panel in due course when they 
consider it in your evidence, that is why I am giving you an opportunity to retract it.  The 
plain meaning of those words is this, that two decades earlier it had been given up on by 
doctors so that was the end of it and suddenly these people reintroduced it out of the blue-
-- 
A It does not say “so that’s an end of it”. 
 
Q I am going to say--- 
A You are interpreting more into it than is said there. 
 
Q I am going to say it is the natural inference when you say two decades earlier 
doctors, not “some doctors”, doctors had given up on the use of it, would indicate to the 
average reader that what is being said is that it comes to an end two decades ago and 
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suddenly these people are resurrecting it, if you read the whole context of the paragraph, 
when in fact if you had done any research before going to speak to Griffiths and ever read 
the 1989 paper you would have known 20 centres were using it.  Have you actually now 
read the BMJ 1989 paper?  Have you? 
A Yes. 
 
Q Recently?  Last week? 
A Within the last two or three weeks. 
 
Q Why did you not mention it in your report, the 1989 paper?  We could not find it 
anywhere. 
A I did mention it. 
 
Q Where?  Where did I miss it? 
A My report? 
 
Q Yes, in your report, the 1989 paper? 
A I mentioned it as not giving any particular evidence either way of whether the 
procedure was safe. 
 
Q What I am going to suggest to you, if you have got it there, otherwise we can--- 
A In paragraph 38: 
 

“Few details are given of the 13 infants in Samuels’ and Southall’s 
uncontrolled study of CNEP published in 1989.  All had a reduction 
level of inspired oxygen needed, two hours after CNEP was started.  
By 48 hours four of the 12 survivors needed more oxygen again.  
Overall, six of the 13 infants died, which provides no basis for 
saying either that the technique was safe or unsafe.” 
 

Q Right.  I was asking about the reference to the paper.  You do not actually refer to 
the BMJ paper there when you talk about “Few details are given of the study” but, yes, 
you have that reference.  You do not have a reference to it in your list at 41 then of going 
through the 16 or 15 papers you refer to.  More particularly, you do not in fact refer, do 
you, to the paper itself and the reference to 20 centres but, more than that, the reference to 
its continued use in the 1970s and 80s?  Have you got the paper?  The last page makes it 
clear. 
A Sorry, could you say again…? 
 
Q Last page of the BMJ paper – I can provide you with a copy if you need.  There 
was set out its continuing use in the 1970s and 80s and reference to the 20 centres in 
which it is being used? 
A Well, I do not believe that I was saying to Griffiths that it was…clearly not all 
doctors had given up on it because Southall and Samuels were again making use of it. 
 
Q Let us look at the most serious of what you say to Griffiths.  It is the next page, 
please, and it is the last paragraph: 
 

“In regard to the Hypoxia/plane study” 
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- this is said in the summer of 1999 after you have had the correspondence with solicitors, 
just to put it in context.  You have had correspondence from the solicitors (the Panel is 
going to see the letter) telling you that you are wrong, and you then go on to say that in 
your view the study was seriously flawed, was ethically improper and that well babies 
were put at risk in a research trial that was not designed or intended to be of benefit to 
them – yes?  Did you say that? 
A Yes. 
 
Q Let me ask you about what you said next: 
 

“Dr Nicholson added that, as a Consultant Paediatrician undertaking 
high risk and controversial research, Professor Southall’s clinical 
background is unusual.” 
 

Did you say that?  Have they quoted you correctly? 
A I think so, yes. 
 
Q Next: 
 

“His early progression had been through General Practice not 
through the more usual junior paediatric posts/academic route that 
might normally lead to a Professorial appointment.” 
 

Did you say that? 
A I appear to have done, yes. 
 
Q Then: 
 

“Professor Southall therefore had less than optimum opportunity to 
work with more senior paediatric/academic colleagues who had 
greater experience in undertaking/supervising significant clinical 
research trials.” 
 

Did you say that? 
A Clearly I did, yes. 
 
Q What was your basis for saying any of that?  Had you ever spoken to Dr Southall 
about his experience, his CV, his background, where he trained, who he had worked with, 
what trials he had been involved in? 
A I had not spoken to him, I had just seen a copy of his CV. 
 
Q From whom?  Where had you got it?  Where had you got his CV from and what 
CV?  Brian Morgan?  Penny Miller?  Ian Syme?  Dave Blackhurst?  Sharon Payne? 
A I simply have no recollection of where it came from.  I would think it might have 
been Dave Blackhurst. 
 
Q Dave Blackhurst at The Sentinel? 
A I would have thought that is most likely.  I do not believe any of the others 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D28/74 

Transcribe UK 
VRS Ltd 

01889 270708 
 

provided me with that. 
 
Q You earlier, when I asked you about Dave Blackhurst and The Sentinel and your 
connection, seemed to be dissociating yourself from The Sentinel and said you had very 
little contact that you had known or had not had a conversation with Dave Blackhurst.  
You are now telling us he provided you with a document which purported to be a CV of 
Dr Southall, is that right? 
A I said earlier that as far as I remember I met him once at the press conference 
releasing the Griffiths Inquiry--- 
 
Q This is before that.  This is before that, this has to be – this is you giving evidence 
to the Griffiths Inquiry.  The release of the report was in 2000, so how did Dave 
Blackhurst give you a CV for Dr Southall? 
A I may be wrong.  I simply do not remember where the CV came from. 
 
Q Are you aware that there was a break-in to the offices and a theft from the offices 
of Child Advocacy International, which is a charity of which Dr Southall is a director? 
A No. 
 
Q Were you aware that there were court proceedings arising out of the theft of those 
documents and that Brian Morgan, the journalist that you have mentioned and you have 
had contact with, was alleged to be in contempt of court in respect of some of those 
documents? 
A No, I was not aware of that. 
 
Q Were you aware that a CV was among the documents that were stolen? 
A No. 
 
Q Did you not, when you were handed this CV, question the motives of the 
individual who was giving you this CV, or indeed the context in which they were giving 
you the CV? 
A Since I do not recall who gave it to me, I cannot say whether I questioned their 
motives at the time or not. 
 
Q What business of yours was it at this time to have a CV from Dr Southall?  What 
business of yours?  Why did you need to have a CV for Dr Southall? 
A I did not need to have one and the problem is that I cannot--- 
 
Q Why did you take it and read it and study it and then parrot it, other than a bad 
animus, which is of course what we say--- 
A Sorry? 
 
Q Other than a bad animus, which is what we say.  In other words, you are out to get 
Dr Southall, make money from his name, write about him in your bulletin and go on TV 
and pontificate about him? 
A Since I cannot remember from where the CV came, I cannot answer as to whether 
I questioned at the time why it was being given to me. 
 
Q Do you think it was appropriate--- 
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A But it is--- 
 
Q Let me put the question.  Do you think it is appropriate for you, with three years 
in paediatrics, to make the sort of comments that you did to the Griffiths Inquiry about 
Professor Southall when you had never spoken to him, you had not spoken to the people 
who worked with him, you had not established why he had a professorial appointment, 
you had not established what research he had been involved in or what experience?  Do 
you think it was appropriate to say that to Rod Griffiths, who was the Director of Public 
Health at the time for the West Midlands, or do you regret saying it? 
A I think it is not a particularly inaccurate statement to say that Professor Southall’s 
clinical background is unusual. 
 
Q What I am asking you--- 
A I am also, you know, thinking in terms that you have yesterday put great emphasis 
on whether I had done any neonatal intensive care as an SHO or registrar and as far as I 
remember that was absent from Professor Southall’s CV.  So I think that given the 
emphasis that was put to junior paediatricians in those days, that if they wanted to get 
anywhere in paediatrics it was essential that they do at least a six-month job in a neonatal 
intensive care unit as an SHO usually, it was therefore unusual to see somebody who was 
now operating in this field not having had that prior experience. 
 
Q That was not the question I was asking you.  You are very good, Dr Nicholson, in 
not answering the question you are asked and trying to give a speech.  I was asking you 
about your comment that he had less than optimum opportunity to work with more senior 
paediatric/academic colleagues who had greater experience in undertaking/supervising 
significant clinical research trials, and I am asking you how you were able to say that 
when you had not spoken to him about who he had worked with, you had not spoken to 
the colleagues with whom he had worked, you had not sought to find out what academic 
research he had been involved in and what experience he had of clinical trials.  How were 
you feeling able to make that?  Do you regret saying it, would you wish to withdraw it 
and would you like to apologise now, orally and publicly, to Dr Southall for making those 
gratuitously offensive statements? 
A I think I would prefer first to know whether in fact Professor Southall had had an 
optimum opportunity to work with more senior colleagues with greater experience of 
undertaking clinical research trials before he started himself undertaking clinical research 
trials.  If you are able to provide evidence that his training experience was just as good as 
that of any other person who has become a professor of paediatrics then I would need to 
withdraw that comment, but at the time--- 
 
Q I am sorry, Dr Nicholson, it is the other way round--- 
A …that was not available. 
 
Q It is the other way round – it is not for me to prove anything, it is for you to prove 
that he had had less than optimum opportunity because you are the one who made that 
assertion.  We are not reversing the burden of proof here.  We are saying you said this, it 
was gratuitously offensive, it was not within your domain or remit to say it, you had no 
basis for saying it and we are saying you should apologise.  We are saying this is an 
example of you making disparaging comments about an individual who even at this time 
had an international reputation and was a professor of paediatrics – something that you 
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did not even manage to get to registrar level in.  Do you apologise for it?  Do you wish to 
withdraw it?  Where is your proof to support your contention – because it is your 
contention – he had had less than optimum opportunity?  Where is your proof? 
A This was merely the appearance given by his CV at the time. 
 
Q It does not say anything about that he had less than optimum opportunity.  You 
have made an assertion to the Regional Director of Public Health in what you have 
described as a UK Government Inquiry.  Therefore, we are not talking about some chit-
chat in a tearoom or a staff room, we are talking about you telling somebody who has 
been appointed by a Minister of Health something for which you have no evidence, and it 
is disparaging, is it not? 
A If incorrect, it is disparaging. 
 
Q Back to the question I asked you this morning:  how can you be an independent 
expert in a case against David Southall when you have told the Regional Director of 
Public Health something disparaging about David Southall when you have no proof of the 
statement you made? 
A I have no disproof from you that it is incorrect either.  
 
Q Dr Nicholson, people do not make serious statements unless they have proof of 
them, or do you make them saying, “I will make them nonetheless, I have got no 
evidence, I have got no proof, leave it up to somebody else to disprove it to me.”  Is that 
how you operate?  Is that how the Bulletin operates? 
A No, I think the evidence as far as I recall, not having seen that CV for an awful 
long time, was that Professor Southall had not been involved in the intensive care of 
infants before he became a lecturer doing research precisely in that area.  
 
Q Can I tell you that is not true and so if you were drawing conclusions from a 
stolen CV - which may be incomplete and we do not even know what date it is - it is a 
very dangerous thing to do.  The CV had not been provided to you by Dr Southall, had it? 
A No, it had not.  
 
Q Thank you.  Now let us look at your next two sentences because it gets much 
worse and much more disparaging, does it not, unless you are going to say that you have 
been misquoted by the Griffiths Panel: 
 

“Dr Nicholson said it could be tempting for any clinical researcher to 
try to prove the success of a procedure where others had failed and 
then to go on to conduct more and more research to heighten personal 
credibility and professional standing.” 

 
You were talking about Dr Southall there, were you not? 
A The next sentence indicates that I was, yes.  
 
Q It was an outrageous thing to say.  You had no evidence to support that statement, 
not one smidgeon of it, had you? 
A Not in this specific case, no. 
 
Q Do you apologise for it and do you withdraw it even belatedly nine years later? 
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A I apologise and I withdraw that statement now. 
 
Q Do you agree it is disparaging and would question your independence as an expert 
in a case against Dr Southall? 
A I agree that it is disparaging.  
 
Q Let us look at the next sentence: 

 
 “Dr Nicholson said, ‘Such a cultural trait may well have been 
demonstrated by Professor Southall by his highly visible, self-
congratulatory attitude to the media and to professional gatherings and 
other high profile groups and his refusal to ever consider that he could 
be wrong.’” 

 
That is a disparaging statement, yes? 
A It is, yes.  
 
Q Is it one that you would wish to apologise for and withdraw? 
A I apologise for it and I withdraw it. 
 
Q Is it one that would threaten your independence as an expert in a case against 
him?  “Highly visible, self-congratulatory attitude to the media and to professional 
gatherings and other high profile groups.”  Does that not threaten your independence? 
A It threatens my independence but I confess that I have neither seen this document 
or looked at it for the last ten years, nor have I been thinking in those terms in the last 
seven or eight years, so I am not entirely sure that it gets rid of my independence.  
 
Q Does it not?  Mrs Henshall had this document.  She in fact put it into her 
documentation for the Court of Appeal.  Did you know that? 
A I had absolutely nothing to do with anything going to the Court of Appeal. 
 
Q So Mrs Henshall, in telling Miss Morris to choose you as the expert for her case, 
will know that you have been prepared to slag off Professor Southall gratuitously to the 
Regional Director of Public Health, as we all see it there in print? 
A I cannot speak for Mrs Henshall. 
 
Q The position one might say reading that is were you jealous of him?  The fact that 
he had a high media profile, he was well respected in professional groups.  
A Absolutely not.  
 
Q Is that what is at the bottom of this? 
A Absolutely not. 
 
Q Because you are not respected by the medical profession, Dr Nicholson, and you 
know that, do you not? 
A Some parts of the medical profession have respect for me; some, particularly those 
who have disliked my asking questions about the ethics of what they are doing inevitably 
do not like me.  It goes with the turf. 
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Q I am going to suggest to you that your Bulletin is not subscribed to by doctors, 
you are not invited by doctors to write in their journals and in peer review in respect of 
journals and you were an outsider?  A self-appointed expert with no support from the 
medical profession? 
A I would not expect a great deal of support from the medical profession.  What I 
am doing is examining in a variety of different ways the ethics of what goes on in the 
medical profession.  How can one hope to improve general standards of ethical behaviour 
if one is never going to be critical of what is going on at present.  It is an inevitable part 
of the job and I have to say that I think quite a lot of doctors are very unwilling to listen 
to criticism about the ethics of what they have done.  It certainly puts their backs up much 
more than criticism of what they have done clinically.  
 
Q What about the ethics of what you have done?  What about the ethics of what you 
said to the Regional Director of Public Health about David Southall?  What about if 
David Southall wanted to complain about you to a professional body for that?  He has 
none he can complain to.  If he complains to you he will get the same response, will he 
not, that the Lewington partnership did, a dissociation and dissembling? 
A I think we still need to, if you are going to keep referring tot what the Lewington 
Partnership said, then we need to look at that in more detail because I have not had an 
opportunity to respond in detail to that.  
 
Q Take a more basic question.  
A No, no, I now--- 
 
Q What about the ethics of what you did? 
 
MS SULLIVAN:  Let him finish.  
 
MISS O'ROURKE:  That is why I am putting it.  What about the ethics of what you did? 
A No, I have apologised for this because I now realise that, having now seen these 
words again for the first time in ten years, I realise that this was not appropriate and was 
unethical and I have apologised. 
 
Q Right.  Part of what you said – and I am going to come in due course to some 
more things that you said – in fact led to Dr Southall being suspended by his Trust at 
huge expense to the NHS?  No? 
A If the medical profession is taking no notice of what I say and I am an outsider, I 
doubt whether the North Staffs Trust would suspend Professor Southall because of 
something I had said.  
 
Q We are going to come to it in a minute because you repeatedly banged on about 
what did it take to get his suspended, so we will look at it in a second.  Before we go 
there I want to ask you to look at a document.  It is not actually in the bundle there but I 
will hand it to you.  Sir, it is not one I am copying for the Panel at this stage but I can 
copy it if Dr Nicholson accepts it, agrees and agrees that he had a copy of it.  There is one 
for the shorthand writer and I think the Legal Assessor has it – Brian Morgan, that is the 
one.  (Same handed to the witness)  This is a letter from Brian Morgan, the journalist we 
referred to earlier, yes?  Do you see it?  To the Chief Executive, North Stafford Hospital, 
Stephen Eames, open letter.  Yes?  We believe the date of it – although sadly somebody 
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has put a sticky over it and over the received date but we believe the date is some time 
early in 2001 because that is when Mr Eames took up his office.  Yes? 
A Right. 
 
Q You see it says: 
 

“Dear Mr Eames, 
 

Congratulations on your appointment as Chief Executive.” 
 
Yes?  Which happened in 2001, yes? 
A OK, yes. 
 
Q If you look at the top, “Copies with an invitation for comment to:” and then there 
is a list of six people, or bodies. First, the Minister for Health, Lord Hunt.  Yes? 
A Yes.  
 
Q Second, Earl Howe, who I think is the Conservative spokesman on health at the 
time, was he the opposition spokesman? 
A Yes. 
 
Q Third, Dr Richard Nicholson? 
A Yes.  
 
Q Fourth Mrs Penny Mellor, the person that we have already identified as the one 
with the axe to grind against Dr Southall for her imprisonment.  Fifth, Mr and Mrs 
Henshall and sixth, the Commissioner for Health Improvement.  Yes?  If you take out the 
Commissioner for Health Improvement and the Minister and the Shadow Minister, the 
three recipients of Brian Morgan’s open letter are Richard Nicholson, Penny Mellor and 
Mr and Mrs Henshall.  It is an interesting little group for you to be included in, is it not?  
Why would he include you in that group?  Can you think of any reason? 
A Because he knew me to be interested in the subject, presumably.  I did not invite 
him to send anything like this to me. 
 
Q The subject is, third paragraph: 
 

“This relates to a false claim in a paper in Paediatrics (Ref 1) relating 
to the cerebral safety of the CNEP tank used in the trial which has 
caused so much controversy.  I am passing this correspondence to 
other parties” 

 
- that is you and Penny Mellor and the Henshalls –  
 

“just in case you choose to ignore it.  I hope you won’t mind.” 
 
Then it goes on to talk about the CNEP study, his research and to then attack Professor 
Southall and to then go on about the Griffiths Inquiry, etc.  Yes?  So Brian Morgan 
thought you had an interest in that subject, did he, in 2001, you and the Henshalls were 
sharing an interest? 
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A All it shows is that I received – if I did receive it, because again I am not sure that 
I have ever seen this before, but that Brian Morgan sent me something.  I do not see that 
it shows anything more than that.  
 
Q Well, that he thought, as you said a minute ago, that you had an interest in this 
particular subject? 
A That is why I would assume that he sent it, but this is some time after my original 
involvement and when he certainly had been in touch with me.  
 
Q What I am going to suggest to you is that is why we say that you probably got the 
CV that you got from Brian Morgan through the Brian Morgan/Penny Mellor connection? 
 Any comment? 
A You may well be right.   
 
Q I want you to look at the bundle I gave you this morning to something that Penny 
Mellor posted on her website.   It is about four pages from the back.  Have you got that?   
A Appendix 25 is it? 
 
Q Yes and it says “Penny” up on the left-hand side.  Do you see that? 
A Yes.  
 
Q This is on a website that she used to run called MAMA.  She was a regular poster 
or whatever else on this particular website.  Did you ever read the MAMA website? 
A What does that stand for? 
 
Q It was also a website called MSBP.com, so it is Munchausen’s Syndrome by 
Proxy.com.  You are not aware of that? 
A No, I am afraid I am not a great scanner of websites. 
 
Q If you look down in the middle of the pages somebody has put a highlighter pen 
mark next to it: 
 

“Thank you Dr Richard Nicholson for your continued efforts to expose 
the lack of ethics in all of this” 

 
and this relates to a Munchausen’s by Proxy? 
A Right.  
 
Q Were you involved and you will see down below reference to the MAMA board 
and finally: 
 

“Thanks to every politician who has helped and I can be contacted 
on…” 

 
Were you involved with Penny Mellor in a campaign dealing with Munchausen’s 
Syndrome by proxy? 
A No. 
 
Q Why does she thank you for your continued efforts to expose the lack of ethics? 
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A I think you would have to ask her that. 
 
Q Have you not written on Munchausen’s Syndrome by Proxy, covert video 
surveillance?  Is it not the case that you have written on it? 
A I have written about covert video surveillance. 
 
 
Q Yes and covert video surveillance was used in circumstances where there was 
suspicion that parents were harming their own children. 
A That is correct. 
 
Q Dr Southall was one of the proponents of an argument that there was this 
syndrome called Munchausen’s Syndrome by Proxy, that parents were deliberately 
harming their own children. 
A Yes. 
 
Q In fact, he was said to be one of the two major proponents of it in this country, the 
other being Professor Roy Meadow. 
A Yes. 
 
Q That reference to you seems to suggest that you have written about it and you are 
trying to undermine the suggestions by those two paediatricians that this syndrome exists. 
 Were you? 
A I do not believe so.  In all these matters, I am most curious about the ethical 
aspects and that seemed to be what Penny Mellor has thanked me for. 
 
Q What is your view on Munchausen’s Syndrome by Proxy?  Is Professor Southall 
right that it exits and there are parents who deliberately harm their children? 
A Yes, I am sure that there are some parents who deliberately harm their children. 
 
Q Is it not important that, if this is happening, there should be evidence found for it 
so that the courts can take appropriate steps to protect those children? 
A One would certainly want evidence to be provided. 
 
MISS O’ROURKE:  And, if they knew they were being videoed, they are not going to 
provide the evidence, are they? 
 
THE LEGAL ASSESSOR:  I really think we are straying beyond the relevance for this 
inquiry. 
 
MISS O’ROURKE:  I will move on.  (To the witness)  I want to go back now to that 
bundle and look at what is Appendix 5, an article written by you in The Times Higher 
supplement.  It is towards the front of the bundle and is titled,  
 

“Culture of Subterfuge 
The North Staffordshire baby deaths scandal highlights the need for 
tighter scrutiny of medical ethics, says Richard Nicholson”. 

 
I think that the date is 26 February 1999. 
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A Right. 
 
Q Did you use the words “baby deaths scandal” because it does have the words 
“says Richard Nicholson” after that?  Did you use the words “baby deaths scandal”? 
A That is subediting.  
 
Q Did you use them?  Are they your words or not? 
A I would need to read through the article and see whether I used the words in the 
article otherwise the heading and subheading are always the editor’s work. 
 
Q You would have been sent it, even if you wrote something else and somebody else 
put a title in, for final approval before it goes out under your name in something like The 
Times Higher because they would not want it to go out and you to then say, “I am sorry, 
that is not what I said” because, if there was a defamation action, you would be named in 
it. 
A No, I was not sent a copy of it beforehand.  Even in a weekly journal, the turnover 
time is usually too fast to allow --- 
 
Q Are you saying that you never saw that headline “baby deaths scandal” or that 
phrase? 
A Certainly not before it was published, no. 
 
Q When it was published, did you then say to The Times Higher, “My goodness, 
how on earth can you use the words ‘baby deaths scandal’”?  There are no deaths 
involved in this and it is not a scandal. 
A I almost certainly did not go back to them.  I am afraid that, with things like that, 
I think that once it has happened going back and trying to produce corrections is more 
likely to draw more attention to it and these things in some cases are left to ‘least said 
soonest mended’. 
 
Q Are you saying, looking on the next page, that when the editor got a letter from 
the Trust that it was not passed on to you and you were never made aware that the Trust 
had expressed concern about what you said? 
A I was not sent that letter, no. 
 
Q Really!  Such an august journal as The Times Higher did not actually take up with 
the author of a piece when they get a letter from a Trust complaining in the terms that are 
set out in that letter?  Really!  Is that what you are asking us to believe?  The Times 
Higher never bothered to share it with you or that such a letter had come in? 
A I am absolutely certain that they did not share that with me. 
 
Q Let us look at what the Trust said.  The second paragraph: 
 

“This is not true.  It is disturbing that neither Dr Nicholson nor 
yourselves checked the facts with the Hospital or the GMC before 
publication”. 

 
Did you check the facts with the hospital or with the GMC before you published what 
you did? 
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A Probably not. 
 
Q Why not?  Were you not interested in balanced reporting, putting both sides of the 
story, hearing what the Trust had to say?  
A Probably because, as with a number of these articles, one is asked pretty well up 
against the deadline to produce something. 
 
Q And then say, “Put it in next week instead, please”.  I can’t do it for this week”.  
The Times Higher comes out once a week, does it not? 
A It comes out once a week. 
 
Q So, you just say to them, “I’m sorry, I can’t do it for this week.  There is no 
particular need to do it for 26 February, I will do it for 3 March instead”.  Yes? 
A That is one possibility, yes. 
 
Q Something as important as this.  This is a serious journal.  This is you making 
serious allegations again without checking any of your facts and this is you having 
another go at David Southall and at CNEP – yes? – and indeed North Staffordshire as 
Mr Forde rightly points out.  If you are having a go at the unit, you are having a go at the 
hospital without checking any of your facts. 
A I would need to remind myself of what I have written before I can answer that. 
 
Q We get a photo of Patient 6 in that with permission from The Sentinel.  Did the 
Henshalls consent to you using the photograph in your article or them and Patient 6? 
A I did not provide a photograph or the article.  That would have been done by the 
journal. 
 
Q Did you at that stage communicate with the Henshalls about it because remember 
that this is now two weeks after you have tried to phone Finlay Scott and they have said 
to Field Fisher Waterhouse what helpful advice you were giving and in fact I put to 
Mr Henshall that you had faxed this article to him, we saw your fax machine to his fax 
machine in respect of this article.  Did the Henshalls cooperate with you in this article or 
give you information to help with the writing of it?  
A Whether they did at the time or whether I was using information that I had 
gleaned from them at an earlier stage is more likely.  I suspect that this was, as often 
happens, written, as I say, with a short timescale. 
 
Q Is it appropriate for someone who is offered an article such as that with a title such 
as that, “Culture of Subterfuge” plus “baby deaths scandal” to now put himself forward as 
an independent expert witness in a complaint brought by those parents, those partisan 
complainants, against a practitioner such as Dr Southall or indeed either of the other 
practitioners? 
A As I say, I have not seen this for ten years or nine years and, based on the fact that 
I simply have not been thinking about this whole case for some time, I would still say that 
it is possible, but I am not quite sure whether it is for me to say whether I can be 
independent or not or whether it is for others, the Panel, to decide. 
 
MISS O’ROURKE:  Do not worry, Dr Nicholson, it is for the Panel to decide and we will 
all be making submissions in respect of it.  Can I now take you to the next page in the 
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bundle which is entitled Appendix 6.  Sir, I am conscious of the time. 
 
THE CHAIRMAN:  I was having a look at Appendix 6 and, since it is a new topic, shall 
we have a break now? 
 
MISS O’ROURKE:  It is a new topic and I was about to ask whether you want me to 
because I will take on Appendix 6 and a couple of other articles in the bulletin. 
 
THE CHAIRMAN:  We will break until 3.30. 
 
MISS O’ROURKE:  The article you have just looked at is a bad copy and we actually 
have a better copy if anybody would like it photocopied, we can do that in the break and 
hand it in because you probably struggled to read it and we will give Dr Nicholson a 
better copy as well. 
 
THE CHAIRMAN:  Yes. 
 

(The Panel adjourned for a short while) 
 
MISS O’ROURKE:  Sir, what you are being handed is the better copy of the article and 
the two middle pages of the letter from the Lewington Partnership to Dr Nicholson.  You 
have the first page and the fourth page in the bundle that you already have.  (Same 
handed to the members of the Panel)   
 
(To the witness)  Dr Nicholson, I was taking you to Appendix 6 which I think you can 
confirm comes from your Bulletin of Medical Ethics in February 1999. 
A Yes. 
 
Q And February 1999, again to put it in context, is the time you are phoning 
Finlay Scott or attempting to phone Finlay Scott and the time that Llin Golding is writing 
to the GMC saying that Dr Nicholson is giving helpful advice and the Henshalls are 
worried they are being told not to listen to him and it is also the time when you are about 
to be interviewed by Midlands Health Consultancy Network, MHCN, for the purpose of 
the Griffiths Inquiry as I think it was on 26 February that you were interviewed. 
A Yes. 
 
Q So, that has put this in context.  What I want to draw to your attention is the 
penultimate paragraph or the last full paragraph on that page 3 of your bulletin.  This 
suggests that this has come right at the very front of your bulletin, does it not?  It is 
page 3.  It would come after your title page or whatever else.  This is one of the first 
articles in your bulletin. 
A It comes early, yes. 
 
Q If it is page 3, it is the inside after the front page.  This is you are giving priority or 
prime space to an article about North Staffs.  Yes?  
A An editorial and the letters page come before this.  
 
Q Right.  If we look on the column on the right-hand side:   
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“The pressure for the inquiry came from a group of parents whose 
infants were included in the CNEP trial.  They are led by Debbie and 
Carl Henshall ...”   
 

Yes?  
A Yes.  
 
Q  
 

“... who only discovered years later that two premature infants of 
theirs, both delivered during 1992 and treated in negative pressure 
ventilators, had been involved in a clinical trial.”   

 
Yes?  
A Yes.  
 
Q You have stated that presumably because you have accepted every word they have 
said to that effect?   
A I, at that stage, had accepted that they had not been aware that their infants were in 
a clinical trial, yes.  
 
Q Had you missed out on the fact that the previous year the Medical Director of the 
Trust had made available to the media - and in particular Channel 4 - consent forms 
signed by them which appeared to suggest that they did know there was a study and a 
trial?  Or did you feel that was not worth mentioning to your readers?  
A The existence of a consent form does not of itself mean that they know that their 
infants have been involved in a clinical trial.  
 
Q Had you seen the consent form in this case?  You have now, presumably?  
A I have seen the consent form being used now, yes. 
 
Q Not the one used now.  You have seen the one that their signatures are on, or the 
two that their signatures are on, have you?  If not we can ask that you ---  
A Yes, it is somewhere in the file, yes.  
 
Q I think in about seven different places it uses the word study or trial.  We can dig 
it out if you want to look at it.  If you have read the evidence of Mr and Mrs Henshall you 
will have seen I cross-examined each of them saying, “That word says study.  There it 
says study.  There it says trial.  There it says study.  If you signed this form and you read 
it you would know it was a study or a trial”?  
A Yes, but there is always a problem with starting a study very soon after a woman 
has given birth.  
 
Q Dr Nicholson, that is not the question.  The question is this:  did you not feel it 
was right that you should share with your readers at this stage the fact that there was a 
dispute as to whether they were telling the truth when they claimed - because you have 
put it in here as if it is an undoubted, undisputed fact:   
 

“Debbie and Carl Henshall who only discovered years later that two 
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premature infants ...”  
 
et cetera.  You knew that the Trust disputed that vehemently, did you not, by the time you 
wrote this?  
A Yes, I was aware of that but I am also aware that the mere existence of a consent 
form does not mean that ... 
 
Q Fine.   
A ... patients or parents will necessarily have taken on board what it is that they are 
signing about.  
 
Q You have stated this as an undisputed fact and chosen not to share with your 
readers that this claim by them is highly contentious.  You could have said, “They are led 
by Debbie and Carl Henshall who claim they only discovered years later”, because you 
knew it was a claim.  The Trust counter-claimed.  The Trust produced documentary 
evidence and the matter was going to have to be determined by somebody.  Yes?  
A Sorry, I am not sure what the question was.  
 
Q The question is why did you not, in the interests of balance, say “they claim but it 
is of course disputed”?  Why did you not share that with your readers?  
A Because I think at the time I felt that this was a not uncommon occurrence, that 
people were not aware that they had been in a research trial because of the way that they 
had been given information and just given a form to sign ---  
 
Q So you are taking their word over a signed form, are you?  Did you cross-examine 
them about it or seek to find out if they could be mistaken or wrong or indeed lie?  
A Well, it might have been better to say “who claimed”, but at the time they were - 
relatively soon after the discovery and they were still of the opinion that they had only 
discovered ...   
 
Q Yes, but you have not said ---  
A ... some time after the event and so I am reporting that.  
 
Q You are not saying their opinion or indeed their claim.  Let us move on.  You then 
followed that with the words:   
 

“Over the last five years they have painstakingly assembled a 
considerable dossier (well over 1000 pages) of evidence supporting 
their allegations that parents did not provide informed consent to the 
inclusion of their babies in the trial.”   

 
Had you seen that dossier?  
A I have seen it as a wadge of paper.  I have not read all the papers in it.  
 
Q Did they give you a copy of it?  
A No.  
 
Q Did you not ask for it?  
A No.  
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Q So you did not even flick through it?  
A I may well have flicked through it but I did not ask for a copy of it.  
 
Q You felt happy in your august journal - which you now own and edit and so you 
do not need to put your name to because you write - you felt happy to comment upon the 
contents of that dossier without in any way independently assessing it.  How fair is that to 
the other side?  Because you knew there was another side by this stage, did you not?  
A Not as fair as it might have been, but not unreasonable.  
 
Q Let us get to when you do get unreasonable.  Appendix 7, next page.  This is in 
your March edition of your bulletin, a month later.  Left-hand column:   
 

“Yet another inquiry in North Staffs.   
 
A third inquiry into the work of Professor David Southall and his 
paediatric department at the North Staffordshire Hospital ... has now 
been set up.  The local NHS Trust has asked Dr Nick Barnes, a 
paediatrician from Cambridge, and June Dickens ... to conduct it.  
The enquiry will examine a number of potentially serious allegations 
by parents who claim they were wrongly labelled as child abusers 
after being subjected to covert video surveillance in Professor 
Southall’s unit.”   

 
Yes?  This is presumably written by you, is it?  You are the author?  
A Yes.  
 
Q  
 

“The first enquiry, into allegations of serious professional 
misconduct by several doctors, was set up by the General Medical 
Council nearly a year ago.”   

 
That presumably relates to the CNEP and to this current case, does it?  
A It does.  
 
Q  
 

“The second was set up by Baroness Hayman, junior health minister 
in the House of Lords.” 

 
That is the Griffiths one.  Yes?  
A Yes.  
 
Q Then you give a comment - because I presume this is again you commenting.  
Yes?  Are you the author of the comment?  
A I am the author of the comment, yes.  
 
Q Good, we thought you probably were:   
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“Given:   
 
(a)  the serious public concern at how long it took for any action to 
be initiated against the cardiac surgeons performing unsafe surgery 
on children in Bristol - now the subject of a public enquiry led by 
Professor Ian Kennedy;  
 
(b)  that dozens of consultants around the country are presently 
suspended, usually for actions not serious enough to warrant an 
official inquiry;  
 
(c)  that three different official enquiries are now underway in North 
Staffordshire, all occasioned by aspects of the work of the paediatric 
department ...   
 
(d) that no action has yet been taken against any doctor in that 
department;  
 
what would paediatric consultants in North Staffordshire have to do 
before the local NHS Trust would think it necessary to suspend 
them?”   

 
You are calling there for the suspension of Dr Southall, are you not?  
A I am suggesting that given the climate of the time it would have been appropriate 
that paediatric consultants in North Staffordshire should be suspended.  I am not calling 
for any particular one.  
 
Q Oh yes you are.  The start of the title, “A third inquiry into the work of Professor 
David Southall”.  You are calling when you say:   
 

“What would paediatric consultants in North Staffordshire have to 
do before the local NHS Trust would think it necessary to suspend 
them?” 
 

You are calling for Dr David Southall to be suspended.  Is that appropriate for someone 
who now is coming forward here to be an independent expert witness in a case against 
him?  Someone who has gone into print nine years ago calling for the suspension of a 
doctor when he has no primary documents about any of these matters and has never 
himself interviewed Dr Southall or asked him about his work?  Is that appropriate?   
 
Do you not feel that you should now apologise to Dr Southall and tell this Panel that you, 
now having had an opportunity to think about it, feel that you are not independent, you 
would wish to recuse yourself and go home now and invite the Panel to disregard any 
evidence you gave because you cannot fulfil the duties of an independent expert and the 
declaration that you signed up to?  Because I am offering you that opportunity, Dr 
Nicholson.  If you say, “Yes, now that you have let me see this material, Miss O’Rourke, 
it is years ago and I have forgotten it, but I now appreciate I cannot demonstrate the 
independence necessary for an expert.  I would wish to recuse myself and I would wish 
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the Panel to disregard my evidence”.  Do you want to take that opportunity?  Or do you 
want to go on and I will take you to the rest of the things that you said?  Your choice.   
A I am afraid I do not know whether there is any sort of precise legal definition of 
what degree of independence is required.  All of these things that you are showing come 
from some time ago.  
 
Q We will keep going then.   
A For the most part I have not thought about this much in the last five or six years.  
 
Q We will keep going then.   
A I appreciate there are times when I have referred to the research in North 
Staffordshire when I have been undertaking training sessions.  
 
Q I am coming to that in a minute actually.  We have a witness who was at one of 
those training sessions and I am going to put to you in due course what he says you said 
and you can tell me whether you agree or disagree.   
 
Let us move on then.  Next page, appendix 12.  This is the May 2000 Bulletin of Medical 
Ethics.  Yes?  I have only given the front page of it.  It is not actually the front page, it is 
page 13.  You will see it says:   
 

“This month’s REVIEW is devoted to the inquiry into the 
supervision of clinical trials in North Staffordshire - in the Midlands 
of England.  The inquiry was set up after parents found that their 
premature infants had been in a clinical trial of a ventilator without 
their knowledge or consent.”   

 
Yes?   
 

“The first part is a slightly edited and updated version of a 
background paper that your editor originally wrote for the inquiry 
team 15 months ago.  It is followed by extracts from the inquiry 
report, concentrating on the framework for research governance ...”   

 
Yes?  
A Yes.  
 
Q Two comments there:  firstly, you are now selling this month’s review on the back 
of CNEP and David Southall et al.  Yes?  You are devoting your review to it.  You are 
devoting your journal to it, or your bulletin? 
A I am devoting half of my bulletin to the Griffiths Inquiry, yes, but I am not selling 
my bulletin on the basis of that.  There is no advertisement material which says, “This 
month - the Griffiths Inquiry”.  This is an annual subscription.   
 
Q You are saying there as a statement of fact, not in any way qualified, that this 
inquiry was set up “after parents found”.  Not “after parents claimed that their infants had 
been in a clinical trial without their knowledge”, “after parents found”.  Do you regret 
that statement?  Should you not have said, if you were a careful writer, “after parents 
claimed that they did not know”?  
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A It would have been more precise.  
 
Q Because it is the case that they claimed, the Trust deny, and the Trust were able to 
produce a consent form for every single child in the trial.  You are aware of that, are you 
not?  
A I am.  
 
Q Let us go to the next page, appendix 13, “Scandal of ‘smothered’ babies in cot”.  
This is in The Express, 6 February 2001.  Yes?  
A Yes.  
 
Q Have you seen this article before?  
A Certainly not in this form.  
 
Q I think this is an internet copy.  It is printed down off the internet rather than the 
actual bit of the newspaper itself.  Do you want to look at the second page?  It helpfully 
has lines down by the side:   
 

“Details of the proposed experiments have horrified medical 
experts.”   

 
Then your name is mentioned.  If you had seen that, you would have been very concerned 
that you were described as a medical expert because this is now 6 February 2001, one 
year after you came off the General Medical Council register.   
A Indeed.  I did not - I certainly would not have been asked to be described in those 
terms.  When I deal with the press I always just ask to be called editor of the Bulletin of 
Medical Ethics.  
 
Q You see the words after your name, “child specialist”.  You would not purport to 
be a child specialist, would you?   
A No, certainly not.  
 
Q Three years in paediatrics, you would not purport to be described as a child 
specialist?  
A No, this is something that somebody else has written about me.  
 
Q Where did they get it from?  Surely from you.  The Express have ---   
A No, I make a point of saying that I wish only to be described as editor of the 
Bulletin of Medical Ethics.  
 
Q Did The Express approach you to give this comment or have they stolen it from 
somewhere?  
A Sorry?   
 
Q Did they approach you, The Express, to give this comment?  
A They would have approached me for it, yes.  
 
Q You would have said to them, “I am the editor of the Bulletin of Medical Ethics 
but I am not a doctor and I have no knowledge of children or no specialisation in 
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children”, would you?  
A I would certainly say I am not a specialist, but I would not say I have no 
knowledge.  
 
Q Is the quote yours, “to block off the airways of babies”?  Is that quote from you? 
A Sorry, I am just reading it.  I would think that is a quote from me; whether it is 
precisely accurate I do not know. 
 
Q Who was blocking off the airways of babies?  There was no blocking off of the 
airways of babies.   
 

“To block off the airways of babies at high risk of cot death for 
research of doubtful value would be as dangerous as it would be 
unethical. 
 
If the air supply had been cut off for a little too long” 
 

- who was blocking off the airways of babies? 
A According to two paragraphs down: 
 

“However the man who designed the study, Professor David 
Southall, said only research which involved blocking babies’ 
airways for a tenth of a second was carried out.” 
 

So I presume Professor Southall. 
 
Q But that is normal in lung function tests.  If you are performing lung function tests 
and you are putting a mask over a baby in order to perform a lung function test, then for a 
tenth of a second, which is nothing, there will be as you put the mask on – or did you not 
know that because you only had three years in paediatrics? 
A I am intrigued that in the third paragraph the reporters are now talking about “for 
up to ten seconds”. 
 
Q This is the Daily Express.  Are you really telling us you are relying on that as 
opposed to the actual paper on it, which was published in a reputable medical journal?  Is 
that what you are relying on or had you done some independent research before you gave 
your expert opinion to the Daily Express?  You presumably must have read something 
before this article in order to give your comment because your comment precedes the 
publication of the article.  What had you read that was allowing you to say what you did? 
 Had you actually read the paper or do you just give comments when the Daily Express 
puts something to you? 
A Sometimes I do, sometimes I do not.  In this case, I would have expected to have 
read the paper first if I am--- 
 
Q Then you would have known that that was incorrect? 
A Yes, because I would have seen that it was just for lung function testing.  So 
I am…I am sorry, I have not seen this--- 
 
Q For many years. 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D28/92 

Transcribe UK 
VRS Ltd 

01889 270708 
 

A …for many years so--- 
 
Q Let us move on to something that is yours.  It is 2001 and Appendix 15, the next 
page.  You are now doing what you call a progress report – this is October 2001 – on 
North Staffs, yes? 
A Right. 
 
Q Is this again written by you or somebody else who writes for your bulletin? 
A Almost certainly written by me. 
 
Q Right. 
 

“Examination of what went wrong in the paediatric department in 
Stoke-on-Trent in the early 1990s is assuming the proportions of an 
epic saga.” 
 

Who says anything went wrong? 
A Various people had claimed, including obviously the Henshalls and others had 
claimed that there were things going wrong there. 
 
Q And the Henshalls are experts in the paediatric department in Stoke-on-Trent, are 
they?  They had one daughter there for two days and one daughter there for three weeks, 
so they are experts in the 1990s in the paediatric department, are they? 
A Not experts, no. 
 
Q And they have got no medical qualifications.  So why do you state it as a fact 
“what went wrong” as opposed to “what is claimed to have gone wrong”? 
A Because I have obviously an allergy to the word “claim”. 
 
Q No, because it makes a good story to say something has gone wrong and 
somebody has done something wrong – it is the old adage.  “Doctor gets it right and does 
his job” does not sell newspapers, does not make a story; “Doctor does it wrong” and 
“Departments get it wrong”, “Trusts get it wrong” – that is the story.  That is what you do 
on each and every occasion; you put the worst connotation on it in order to sell your rag.  
“Doctor gets it wrong”, “David Southall gets it wrong”.  It does not make a story to say 
“David Southall does his job” – nobody wants to read that.  That is right, is it not? 
 
THE LEGAL ASSESSOR:  I wonder if Dr Nicholson would care to comment on who his 
target audience is because that may affect the way one writes. 
 
MISS O’ROURKE:  Or who are his subscribers or were his subscribers at this time, I 
think. 
 
THE WITNESS:  The subscribers are a whole mixture of people:  certainly some doctors, 
some nurses, some health authorities, Department of Health. 
 
MISS O’ROURKE:  So the Department of Health subscribes? 
A Probably quite a lot of lay people amongst the subscribers.  I have not done a 
recent survey but the last time I did it, I think, of a thousand it was about 200 doctors; 
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probably somewhere around about 400 copies going to local research ethics committees, 
so therefore going to a mixture of doctors, nurses, lay people and others; inevitably quite 
a lot just going to libraries, medical schools, universities, places like that. 
 
Q Medical schools, universities and the Department of Health.  So you were telling 
people at the Department of Health, you are telling medical students, you are telling 
university libraries, you are telling medical schools that things have gone wrong in this 
department? 
A Yes. 
 
Q Let us look at the next part of Appendix 15.  If you look in the second column, the 
paragraph that starts “Criticism of the Griffiths report” – yes? 
A Yes. 
 
Q You say it has come mainly: 
 

“…from a retired paediatrician, Edmund Hey, and the director of the 
UK Cochrane Centre, Sir Iain Chalmers” 
 

- yes? 
A Yes. 
 
Q It is not right that it was just them; there were letters from people such as Dr Janet 
Rennie, who is a very eminent consultant paediatrician, is that not right?  Letters to the 
BMJ from a number of people? 
A There were, but I think that the effect of the paper that Hey and Chalmers had 
written--- 
 
Q Just assist us with the UK Cochrane Centre and Sir Iain Chalmers.  Sir Iain 
Chalmers, if I understand it correctly, is effectively a health services researcher with an 
MD who assesses the effects of healthcare.  At one stage he was the Director of Perinatal 
Epidemiology in Oxford and set up the Cochrane collaboration, which is an international 
organ which aims to help people make well-informed decisions about healthcare by 
promoting the accessibility of systematic reviews of healthcare interventions.  Is that a 
fair summary? 
A It sounds it, yes. 
 
Q And knighted for his work in that field, I think in about 2000 or something like 
that? 
A Yes, for the perinatal epidemiology and the Cochrane work, yes. 
 
Q So could be said to be a person of some eminence and to be of some expertise? 
A Yes. 
 
Q And Edmund Hey, consultant paediatrician at Newcastle-upon-Tyne, a major 
centre – yes? 
A Yes. 
 
Q You then go on to say, six lines up from the bottom of the page: 
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“Hey and Chalmers have repeated the nonsense, including the claim 
that privately the Department of Health now admits errors in the 
report.  What is certain, however, is that the Department of Health is 
publicly standing by the report” 
 

- yes? 
A Yes. 
 
Q On the next page you say: 
 

“Chalmers’ inappropriate intervention calls into question the quality 
of the UK Cochrane Centre’s work in developing the clinical 
evidence base for modern medical practice.” 
 

Yes? 
A Yes. 
 
Q Do you stand by those comments?  This is a man of considerable eminence with 
respected publications in epidemiology, respected body of work over a number of years, 
recognised everywhere for his expertise and you are gratuitously calling his response 
nonsense and indeed his claims nonsense and you are saying actually you are now 
questioning the quality of the work that he does in an international organisation on the 
back of that.  Do you stand by it or would you like to withdraw it? 
A Because the way in which that particular report had been produced and the way in 
which the evidence had been collected for it certainly did not in any sense measure up to 
the way that the Cochrane Centre normally runs.  It is a very eminent centre; their 
publications are certainly highly respected but I think that on that occasion he got it 
wrong. 
 
Q He did not, and if you had read The Lancet stuff in 2006 – and I am going to give 
you an opportunity over the weekend to read it before I finish questioning you about it on 
Monday morning, because you seemed a bit iffy earlier when I asked you about whether 
you had had a chance to read what Hey and Chalmers said in The Lancet and what 
Griffiths said.  Griffiths in fact accepted in 2006 that Hey and Chalmers were vindicated 
and that he, Griffiths, had not had access to all the material and had been misled by what 
he had been told – or do you not remember that? 
A So subsequently it may turn out that I was wrong but--- 
 
Q That is why I have asked you.  Do you--- 
A …I think at the time I think it was a reasonable comment to make. 
 
Q I am suggesting it was not; it was your usual ill-informed shoot from the hip do 
not bother to check type comment indicating a bias towards a certain outcome rather than 
any form of independence or wishing to address both sides of the story, but it is why I 
started my question by saying would you like to now withdraw it and apologise to Sir Iain 
Chalmers for the remark? 
A I would like to know whether there is new evidence, particularly in the paper that 
you are referring to, which suggests that the evidence was looked at in a way which was 
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comparable to how the Cochrane Centre would normally work.  At the time when the 
article originally came out in BMJ there was not that evidence. 
 
Q I am going to suggest to you otherwise; that in fact Mr and Mrs Henshall, you are 
probably aware, wrote to Hey and Chalmers and they then responded, both of which was 
published in the BMJ, and Hey and Chalmers have gone on to publish again in 2006 in 
The Lancet on it? 
A Sorry, I did not hear the question. 
 
Q Mr and Mrs Henshall replied to the BMJ, to the Hey and Chalmers comment on 
the Griffiths report and Hey and Chalmers published a response, again in the BMJ, to 
what the Henshalls had said.  Were you aware of those? 
A I had forgotten about them if I was aware of them. 
 
Q Then Hey and Chalmers in 2006 wrote to The Lancet as a follow-up, effectively 
saying they, as well as CNEP, were vindicated, and Edmund Hey also wrote an article in 
The Lancet, same volume, containing all of it, and I am going to give you an opportunity 
over the weekend to have a read of that.  Can I then ask you, on the same page, about 
local activity?  Do you see the section there: 
 

“It was noted in Bulletin 146 that, despite the Department of Health 
enquiry, no doctor at the North Staffordshire Hospital in Stoke-on-
Trent had been suspended.” 
 

That is a reference back to the bulletin where you called for somebody to be suspended. 
 

“Later that year, in November 1999, two paediatricians were 
suspended while the local NHS Trust carried out its own enquiry.  
One, Dr Martin Samuels, was reinstated last April, while Professor 
Southall was reinstated in October.  The enquiry findings have not 
been published, apparently because it only looked at employment 
issues, and not at patient care. 
 
That seems unlikely, however, given that the cost of the enquiry has 
been £750,000 to the Trust, and an undisclosed sum to the NHS 
Executive Regional Office.” 
 

Then you go on to raise an extensive list of questions – yes? 
A Yes. 
 
Q So you have had information that in fact your call for suspension and the work of 
Penny Mellor and Brian Morgan and others to achieve that suspension, and of course the 
Henshalls, has cost the NHS probably in excess of a million pounds? 
A Given how little influence you think that I have, I think it is highly unlikely that I 
have been responsible for all that. 
 
Q I am saying you were part of a campaign and you were whipping on people like 
the Henshalls, who looked to you as someone with expertise, and were telling the GMC 
that you were a supporter of their action and you were giving them helpful advice.  You 
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were telling them that yes, their claims and their complaints were justified? 
A I was listening to their complaints, I was advising them when I thought that 
I could.  I was not running any sort of campaign. 
 
Q Did you ever tell them that they might be wrong?  Did you ever tell them that they 
might have misunderstood?  Did you ever tell them that the Trust might have an 
argument? 
A Yes, certainly I told them that.  
 
Q Did you? 
A Yes.  
 
Q Right and where did you write it in any of your writings in the Bulletin?  Where 
did you ever write that maybe the Henshalls have got it wrong? 
A I probably did not write it anywhere but this was something which in conversation 
with them I would make clear that was part of my consideration of their case. 
 
Q Let us look at the next page in the bundle.  This is from your same Bulletin of 
Medical Ethics in October 2001, so you are filling quite a lot of that Bulletin with 
reference to CNEP and again David Southall is creating publication material for you, it 
would seem.  If you look at the first column, the penultimate paragraph about the middle 
of the page that starts with “The Bulletin.  Do you see that? 
A Yes. 
 
Q  

“The Bulletin has been given copies of five data collection sheets on 
which scoring has been carried out.” 

 
The Bulletin means you, does it not?  It means I, Dr Richard Nicholson have been given 
five scoring sheets? 
A Yes. 
 
Q Who gave them to you? 
A The Henshalls.  
 
Q Not the Trust? 
A No.  
 
Q The Henshalls had two children in the trial not five? 
A Correct.  
 
Q And you knew that? 
A Yes.  
 
Q Did you as a medical ethicist not ask whether it was appropriate for you to be 
looking at three other sheets that did not relate to children for whom consent had been 
obtained to hand you that material?  The Henshalls could have consented to giving you 
two sheets if they happened to be the sheets for Patients 6 and 7 but you have said there 
you got five.  As a medical ethicist were you not concerned that you were being handed 
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information which you should not have? 
A As I recall the sheets were anonymised, there was no way, no indication of--- 
 
Q It does not matter whether they are anonymised.  They are somebody’s clinical 
data.  What right did you have to receive from them – you are lecturing all of us on 
medical ethics, you understand patient confidentiality, you understand these are patients 
in the trial.  What right did you have to take those sheets?  Help us? 
A I was not in breach of confidentiality in any way because they were anonymous 
sheets and so there was no way that I could breach any particular patient’s... 
 
Q That is a very strange definition of ethics, Dr Nicholson.  You received sensitive 
patient information from patients where you had nothing to suggest the parents of those 
patients - and those could well have been living patients - had consented to you having 
clinical information on them.  Did you ask the Henshalls whether they had any consent 
from anybody to give you those sheets? 
A Yes, I did.  
 
Q What was their answer? 
A The Henshalls told me that the other parents who had provided the sheets had 
provided them with their consent.  
 
Q Did you check that out? 
A No because I did not know the names of the other parents.  
 
Q Right. 
A Because the names were not on the data sheets. 
 
Q Did you not want to see some written consent?  After all, you have been lecturing 
the rest of us about written consent and signed consent forms?  Did you not want to see 
written consent that these parents had consented to you, Richard Nicholson, not a medical 
practitioner by this stage - 2001 you are not on the medical register so you are not bound 
by any professional code of conduct.  If this material had been made available to a 
registered medical practitioner he would have a code of conduct from the GMC binding 
on confidentiality.  You were now a member of no profession.  Did those parents know 
that they were consenting for them to be handed to Richard Nicholson of no profession 
and no professional body and did they consent to that? 
A As far as I am aware they were consenting to those documents being handed to 
Richard Nicholson, but I doubt whether the Henshalls would have gone on to tell them 
that I was no longer a registered medical practitioner.  
 
Q That is an interesting point you make because again you may have seen that I 
questioned both Carl and Debbie Henshall as to whether they knew and whether you told 
them that you were no longer a registered medical practitioner and they were very 
uncertain as to whether they did know and when they did know and indeed whether you 
told them or whether they had heard from somebody else.  That is why I am saying in 
2001 are you satisfied that those parents knew that you, an unregistered medical 
practitioner with no professional body governing your conduct, knew that you had access 
to confidential clinical data relating to patients? 
A I cannot say for certain whether those parents knew or not. 
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Q Does that trouble you as an ethicist? 
A I think they probably were willing for me to look at those documents on the basis 
that I had expertise in research ethics rather than because I was or was not a doctor and I 
think it was because they felt that I had that expertise that they were willing to let me see 
the documents. 
 
Q Let us go to the next point, which is on the second column, the penultimate 
paragraph: 

 
 “The data sheets seen by the Bulletin are for infants on CNEP.” 

 
Do you see that? 
A Yes. 
 
Q  

“It is impossible to know whether there were as many scoring errors 
for infants in the control, IPPV, arm.  So the extent of the scoring bias 
in favour of CNEP requires examination of the full research records, as 
one might have expected the NHS Trust’s enquiry to carry out.” 

 
Yes? 
A Yes. 
 
Q  

“The paper as published in Pediatrics contains obvious bias in favour 
of CNEP.  In discussing the basis of the trial, the introduction states---
” 

 
How were you able to make a statement that it contains obvious bias if you have not seen 
all the scoring sheets?  You have seen five?  Five out of 244? 
A Perhaps I could just remind myself of how I have myself there explained what I 
was meaning.  (Pause) I am sorry, my copy misses out a page. 
 
Q I was going to say, I apologise for that.  I have got the next page and it is my fault. 
 This morning when I was photocopying I have put in pages 5 and 7 and I should have put 
in page 6 and let me hand you a copy of it and we can get a copy for everyone else. (Same 
handed)  (Pause) 
A It goes on, does it not, to point out the bias is in the way that the paper was 
actually written up. 
 
Q Right, but I am wondering how you could give any independent analysis when 
you had seen five scoring sheets? 
A What I am talking about in terms of bias is In the way that the Pediatrics paper 
was written up.  It is not related to errors on the scoring sheets at that point. 
 
Q Let us come on to the Pediatrics paper.  You can confirm - and we will get a copy 
for everyone else at the next break – that you in the next column on that page – I have 
handed you page 6 – make an attack on the Pediatrics paper, the journal.  Yes?  You need 
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to say “Yes” because the shorthand writer cannot put a nod on the transcript? 
A I am just trying to remind myself whether I did make an attack, as you say, on the 
Journal. 
 
Q I think you do and we see on the next page that you all but called for the editor to 
be removed?  (To Ms Sullivan) I am afraid you do not have page 6 but you do have page 7 
where he calls for whether the present editor should be removed from the job.  It is 
highlighted.  I have got highlighter pen on it so he has got my copy with the highlighter 
pen.  (To the witness)  You see the bits I have highlighted about the Pediatrics paper, yes? 
A Yes.  
 
Q Pediatrics is probably recognised as the number one journal in the world in its 
field.  Would you agree? 
A I would not know whether it is number one or two or three. 
 
Q It is an American published journal, paediatricians will say it is the number one in 
the world.  Yes? 
A As I say, I would assume… 
 
Q You are not a paediatrician. 
A … that it is within the top three. 
 
Q It is within the top three and so this is the journal that chose to publish the paper 
that three of these practitioners are on trial for here, yes?  They got it into one of the top 
three journals in the world, yes? 
A Yes.  
 
Q You in the paragraph there comment – and I am dealing from memory because 
you have got my copy – you complain that that journal has published several things from 
Southall, do you not?  You complain that it published a whopper 26 page paper – that is 
right, is it not? 
A Correct. 
 
Q It is in the highlighted bit, and that it published another paper from as well 
including the CNEP paper. Yes?  
A I mention just the two papers, yes. 
 
Q Right, and then if we turn on to page 7, which everybody does have, we see the 
bottom of the column on the left, not only did Gerald Lucey – the last six lines, Gerald 
Lucey is the editor of that Pediatrics Journal, is he not? 
A Yes.  
 
Q  

“Not only did Gerald Lucey publish two papers from Southall” 
 
- Southall rather than Professor Southall” – 
 

“that even on first inspection should have appeared to be of doubtful 
scientific value, but he wrote to The Lancet welcoming Southall’s 
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reinstatement even though he is still to face charges at the GMC.  Yes? 
A Yes. 
 
Q That is your comments and then “Conclusions”, 
 

“It is much too early to draw final conclusions from the North Staffs 
saga.  For one thing the GMC proceedings against eight paediatricians 
who worked there only start next year” 

 
- this is 2001 – 
 

“For another there is renewed police interest with the local coroner 
considering whether to hold further inquests but some interim 
conclusions are possible.” 

 
Yes? 
A Yes.  
  
Q You know in fact that no Coroner’s have held inquests and the police have shown 
no interest – indeed the interest they have shown is to dismiss the complaints of forgery 
made by Mr and Mrs Henshall, among others? 
A Yes.  
 
Q You are aware of that.  Then at conclusion number 4 – and these again I am taking 
it are your conclusions, your words – is that right? 
A Yes.  
 
Q Conclusion 4: 
 

“There is great doubt as to the validity of both Southall’s main papers 
as well as many subsidiary ones.” 

 
Doubt by who?  Who apart from you, with three years in paediatrics, has written 
anywhere doubt about what Southall has had published in a peer review journal which 
even on your acknowledgement is one of the top three in the world? 
A The great doubt is clearly in my mind. 
 
Q Absolutely.  Where is there a consultant paediatrician anywhere in the world – 
because we are now talking about a journal published in America, number one in the 
world and going round the world, where anybody has said that there is doubtful scientific 
value and there is a great doubt about the validity?  You have said there is great doubt.  
Doubt from whom? 
A Concerning one of the papers at least, Professor Colin Morley. 
 
Q Yes, a much discredited consultant paediatrician who left the UK and was unable 
to continue practice. 
 
MS SULLIVAN:  Can he finish his answer? 
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THE WITNESS:  Immediately going in “a much discredited”, on the basis of what, but 
more importantly here is a paediatrician who had written to that same journal, Pediatrics, 
having reviewed quite a lot of the covert video surveillance… 
 
Q That is the point. 
A …evidence.   
 
Q Only on CVS. 
A …and--- 
 
Q Only on CVS, Colin Morley wrote only on CVS?  Do you agree? 
A That is right, that is 
 
MS SULLIVAN:  Again--- 
 
THE WITNESS:  He was--- 
 
MS SULLIVAN:  I am sorry, I am doing it myself now. 
 
MISS O'ROURKE:  I take Ms Sullivan’s point but I am seeking to move matters on and it 
is only CVS and so it is helpful that I go straight in and say that because my question is 
about his comment, not only did Gerald Lucey publish two papers from Southall which 
are on first inspection doubtful and there is great doubt as to the validity of both 
Southall’s main papers as well as the subsidiary ones.  The papers are not the CVS one.  
Talking about the CNEP paper, the Journal of Paediatrics which published his paper on 
CNEP – that is our context.  Yes? 
A I am sorry, I was just giving you an example of… 
 
Q I am asking you about CNEP. 
A …another paediatrician. 
 
Q I am asking you.  You are saying there is great doubt.  That would tell a reader – 
and we are remembering now your readers so the Department of Health, medical schools, 
medical students, other doctors.  You were telling them there is great doubt about the 
validity of his paper on CNEP and, indeed, subsidiary ones and the scientific value and I 
am asking you where is that doubt other than you, and if it is you then you do not say 
there is great doubt because that suggests the world out there is doubting it – you say, 
“I doubt” and then people say “Who is I?”  and “I is Richard Nicholson with three years 
in paediatrics”. 
A Okay. 
 
Q Again, I now reiterate to you the opportunity to say, “I’m not a clinician; I am not 
an expert in paediatrics; I should never have written this stuff; I’ve taken a partisan 
approach against David Southall for which I apologise and I would now like to recuse 
myself from this inquiry and ask the Panel to disregard my evidence because I am not 
independent”.  Do you want to take the opportunity now, having read that, or do you want 
me to keep going? 
A I still think that I am capable of independence about what I was originally asked 
for which was an opinion about the ethical requirements for conducting research back in 
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1990. 
 
Q Let us keep going then.  Let us look at recommendation 6,  
 

“The American Academy of Pediatrics should consider whether the 
present Editor of Pediatrics is capable of the impartiality required by 
the job”. 

 
That is, I am afraid, the pot calling the kettle black, is it not?  Here is you questioning the 
impartiality of an editor because he happens to have written to The Lancet welcoming 
Southall’s reinstatement, having been qualified to do so as the editor of an august peer 
review journal and having read those papers and knowing how good they are, and yet 
here are you slagging him off at every opportunity and not feeling that in any way your 
lack of impartiality in any way means you should resign from your job as editor of the 
bulletin.  Pot and kettle or do you not see it? 
A I could write him an extremely bland bulletin which never asked any questions at 
all. 
 
Q That is not the question.  You are saying that he cannot hold that job if he is not 
capable of impartiality required for that job.  Do you not think that impartiality is required 
for your job if you are purporting to be a serious journal or maybe you are not, maybe you 
are purporting to be a comic?  I do not know.  If you are purporting to be a serious 
journal, do you not need to be impartial? 
A I would not necessarily say that impartiality was always needed.  No.  I do not 
think that one has to demand impartiality as a sine que non of being a serious journal.  
I can think of an awful lot of examples of journals which are not necessarily impartial but 
are still highly regarded. 
 
Q You seem to think that the Journal of Pediatrics needed impartiality because you 
have actually used the word “impartiality” for that job.  So, it did because it is an august 
journal, you did not because you are not.  Is that the conclusion we should draw? 
A I was particularly concerned about a very serious criticism of the paper about 
covert video surveillance which had been provided to Pediatrics and then not published. 
 
Q Let us move on to the next page.  This is a transcript of I think it is an ITN news 
clip broadcast by ITN on 12 September 2003.  We actually have it on DVD if the Panel 
want to see it or you want to be reminded of it, but the transcript has been taken down and 
this is the last page of it.  It refers to a child who I am going to refer to as Child H 
obviously for the purposes of anonymity and it relates to again suggestions of 
experimentation and you are quoted as saying: 
 

“I think there is something almost obsessional in the way that 
Professor Southall has pursued this child and wanted to cover up 
whatever evidence and whatever tests that he was originally able to 
do on the child and it seems to me that it has not really got very 
much to do with providing news for generalised research knowledge 
but much more to do with wanting to demonstrate that he was right 
all along”. 
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Did you say that?  
A Presumably, if you have a DVD showing it, yes, I did. 
 
Q Did you ever discuss the case of this child, Child H, with David Southall? 
A No. 
 
Q Did you ever have access to the totality of Child H’s medical records? 
A Clearly not. 
 
Q How did you feel that you could make the comment that you did because you 
would have to agree that it is disparaging and derogatory to use words like “almost 
obsessional”, to then allege a cover-up and then to cover up evidence and indeed to cover 
up tests which he was not able to do?  Why could you make those allegations?  Where did 
you get them from?  If you did not see the medical records and you never discussed it 
with Dr Southall and you said, remember this, on national news, ITV news, 12 September 
2003 for the whole of the United Kingdom to hear it – in fact, we know that ITV goes out 
around the world, so for the whole of Europe to see it – was that appropriate?  This time 
we are only five years ago.  Derogatory, disparaging and defamatory.  Any threat to your 
impartiality and independence as a witness in a case before the General Medical Council 
against Dr Southall? 
A Yes, there is a threat to my independence. 
 
Q Would you like to apologise to Dr Southall for making those comments on 
national TV because he is sitting here waiting for your apology. 
A I would apologise to him, yes. 
 
Q Let us look at the next page.  This is a letter from Dr Geoff Venning; do you know 
him? 
A No.  
 
Q He is a member of Hillingdon & Hounslow combined Ethics Committee.  He has 
been a member of Hounslow Ethics Committee for a number of years.  Do you know 
those ethics committees? 
A I have been to them. 
 
Q He says that you attended a meeting there on Tuesday 6 March and there were 
16 Ethics Committee members there, 11 from Hillingdon and five from Hounslow.  Yes? 
A Yes. 
 
THE LEGAL ASSESSOR:  Does “yes” mean, is that what he says or did you attend such 
a meeting? 
 
THE WITNESS:  I attended such a meeting. 
 
MISS O’ROURKE:  What he says – and you can tell us if he is wrong because it is of 
course possible that he is wrong – is that you gave a review as part of this training 
exercise and talk of medical wrongdoings in clinical research and you gave five 
examples: Nazi Germany, which would seem likely since you have written about that in 
our report and you talked about it in your evidence. 
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A Yes. 
 
Q Would you have talked about that?  Does that sound right?  
A I would not have talked about clinical trial atrocities in Nazi Germany because 
they were not clinical trials. 
 
Q You would have talked about the medical wrongdoings in Nazi Germany that led 
to Nuremberg.  
A Yes. 
 
Q You would have talked about McCance because indeed in your report for these 
proceedings you make reference to McCance, do you not? 
A I do. 
 
Q You would have talked about the Tuskegee Syphilis Study because again, in your 
report for these proceedings, you make reference to it. 
A Yes. 
 
Q He then says that you talked about CNEP.  Did you? 
A I am sure that I did, yes. 
 
Q So, in 2004, you were taking it upon yourself to go around the country and to talk 
about CNEP to Ethics Committees when you were providing training. 
A I would talk about it because of what I regarded as a completely inadequate 
information sheet for parents in the study.  It is highly unlikely …  “Disgraceful” is a 
word that I do not use, so I would be extremely --- 
 
Q You think he is wrong when he said that you would have used the word 
“disgraceful”. 
A Yes and I think that he is also wrong where he talks about slander against 
McCance.  That again makes me --- 
 
MISS O’ROURKE:  We have not got there yet. 
 
MS SULLIVAN:  Let him finish. 
 
MISS O’ROURKE:  We have not got there yet.  He says that he intervened.  Do you 
remember him now as an individual who stood up and challenged you?  Do you 
remember there being an individual who stood up and challenged you? 
A No, I do not. 
 
Q And that he said that the real disgrace was the Griffiths Inquiry when the relevant 
document was in their possession and they did not consider it and he then made reference 
to Chalmers but you do not remember him? 
A I am afraid that I do not remember.  I remember that as a training session which 
ran pretty smoothly without a great deal of intervention from anybody. 
 
Q Let me ask you about the next bit because this is crucial and I want to know what 
your answer is to this.  He claims that you replied that he had got it wrong and that two 
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infants died from constriction from the neck in the negative pressure ventilator.  Would 
you have said that to that Ethics Committee or indeed to anyone or have you ever said 
that? 
A No because I would merely have said what the evidence showed which was that 
two infants had developed some damage to their necks. 
 
Q Are you sure that you would never have made a causal connection between that 
damage and the death of those children? 
A No, I would not have done. 
 
Q In fact, only one died.  Is that not right?  There was one dead baby who had neck 
trauma and there was another baby with signs on the neck but that child I think lived, but 
you do not know. 
A When I have used this case, I have mentioned “neck trauma” as one reason for 
believing that the parent information sheet should have been more accurate and rather 
than saying that this treatment was safe and effective should have spelled out the potential 
risks. 
 
Q We will come in due course – I think there is reference somewhere else to you 
suggesting causal connection between the neck trauma – back to that.  Would you have 
said that the Chalmers paper was bad and disgraceful?  I presume that you would because 
we have just seen the Bulletin of Medical Ethics where you in fact say that Chalmers 
work is not suitable for someone from the Cochrane Institute and is not of the right 
standard and you described it as nonsense --- 
A As I say, I very rarely use the word “disgraceful”. 
 
Q You have used the word “nonsense” in print, so would you have said something of 
that sort? 
A I would have said that it was out of step with the normal standards of the 
Cochrane Collaboration. 
 
Q You will see in the next sentence that Mr Venning is willing to be a witness and, 
if we get to part two, that may happen, and that his recollection is supported by 
handwritten notes which he took at the time. 
A Yes. 
 
Q On the next page, he says that there are three elements to your slander, that you 
describe the study as disgraceful and you say that you may not have said “disgraceful” 
but you obviously criticised it.  You must have.  You are giving it as an example of bad 
ethical situations.  So, you have obviously criticised it at that meeting. 
A Certainly I will have criticised the --- 
 
Q You have not praised David Southall, let us put it that way. 
A I would have been criticising the information given to parents and the means of 
obtaining consent. 
 
Q And this is now 2004, so it is four years ago.  You grouped it with Nazi atrocities 
and Tuskegee.  So, you are putting Southall in the same category as those, are you? 
A No, but clearly it is within that part of the training session, so it is grouped in the 
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sense that it appears in the same one hour slot, but you can read an awful lot into the word 
“grouping”. 
 
Q You do not think that if a listener given five examples and three of them are pretty 
horrific like Nazi atrocities, McCance and Tuskegee then gets Southall mentioned as 
number four in that list will think that there is some sort of association with something 
pretty bad? 
 
A Not necessarily because what I am going on to talk about is the way that, although 
there are these atrocities in the past, there are still continuing problems with studies being 
proposed or carried out much more recently.  So, that is why I mention the recent attempt 
to run a placebo trial of glitazone in type 2 diabetes which is what a drug company tried 
to do in this country about four years ago and had it turned down. 
 
Q Let us come to the next page.  This is I think a website or a forum.  
A Can I just say what I was going to say earlier before you cut me off which is that 
there was no slander about McCance not just because there is no legal redress because 
McCance is dead but because McCance did research five German babies to death in 
Germany in 1946 and came very close to undoing the Nazi doctors trial at Nuremburg as 
a result because the defence heard about what he was doing and tried to get him to 
Nuremburg to give evidence and the British authorities realised that this would collapse 
the trial against Nazi doctors and refused to allow him to be summoned to Nuremberg. 
 
Q Dr Nicholson, I had not put to you that it was a slander.  Indeed, I put effectively 
that by lumping Professor Southall with McCance, Nazi Germany and syphilis that you 
were putting in negative derogatory terms with the slander that you were putting them in 
with others and therefore you were saying he was equally bad.  I am saying you have 
given, “Here is three examples of horrible things”, and you are just confirming this and 
you stick David Southall in as number four with no evidence to support David Southall 
doing anything wrong.   
A I was just pointing out that there are still studies going on where the ethical 
standards that should be reached are not.  
 
Q I am putting to you that here was you, once again, denigrating David Southall 
with no evidence to do so, demonstrating again your bias against the man.  Okay?  Let us 
turn to the next page.  This is a response.  I can show you the first page of it.  It is a Brian 
Morgan website posting.  This time I have the date of the first page, it is 6 March 2005.  
In fact, some of the postings and this particular one by you I think is on 7 June 2006.  
That is only two years ago.  I can show you the first page if you want to see it so you can 
confirm it is Brian Morgan.  It is the Brian Morgan that you told us you know but you 
seem to be suggesting you have been dissociating yourself with.  He does the posting.  In 
fact, I think the first post is actually by Dave Blackhurst on Brian Morgan’s website about 
the Henshalls and then Brian Morgan replies and then you reply.  Do you see that?  Your 
name has been blacked out but I think you will accept it is you, “Richard, London”.  Do 
you accept that is you and that is your posting?  
A Well, no, because I am - where was this posted?   
 
Q I think The Sentinel because it is an article - The Sentinel runs a system whereby 
someone, the author, writes an article, then you can post in in a reply.  So it is an article 
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by The Sentinel and then two people post in replies, one of whom is Brian Morgan in 
Cardiff and the other we understand it did say “Richard Nicholson, London”.  We can see 
that it actually says “Nicholson”, if you look.  Yes, it says “Richard Nicholson” on my 
copy.  I do not know whether it has photocopied well.  Sir, we can make mine available.  
It does actually say “Richard Nicholson, London”.  Either somebody is copying your 
name.  It does say “Richard Nicholson”.   
A I am barely computerate and I have no recollection of ever having posted anything 
on anybody else’s website.  (Same handed)  
 
Q Do you see?  
A It is just not something I waste time doing ---  
 
Q Yes, you can write a letter to the editor and they put it in as a posting.  You can 
either e-mail it in, you can post it on it or you can send it as a letter to the editor and they 
then put it as a posting on the site.  That is how The Sentinel do it.  You can see on that 
copy you have been provided, my highlighted copy, it says “Richard Nicholson, 
London”, does it not?  
A Yes, it does, but I mean again I have ---  
 
Q This is only two years ago.  This is the summer of 2006.   
A Yes, I just do not recall ever having - sorry, this was on The Sentinel website?   
 
Q It has gone on The Sentinel website.  It may be you sent it as a letter to the editor, 
or as part of a letter to the editor and they have posted it on the site but it has gone to The 
Sentinel in response to a Dave Blackhurst article of 7 June 2006 about the Henshalls.  Just 
remind you of the article.  It starts:   
 

“A couple at the centre of the row with three hospital consultants 
have been accused of making their complaints up.  A retired child 
health user, name Dr Edmond Hey, has defended the three doctors 
by rounding on Carl and Deborah Henshall Clayton.  Dr Hey from 
Newcastle on Tyne has written in respected American journal 
Paediatrics to attack the convoluted and dysfunctional way the 
regulatory authorities investigated the Henshalls’ allegations.”   
 

It then goes on, a complete article, about the Henshalls and Dr Hey saying that the 
Henshalls are telling lies effectively.  Then Brian Morgan gives a view, which you have 
first:   
 

“I was one of the two journalists involved ...”   
 
et cetera et cetera.  Then you are said to write and this was published:  
 

“I hope someone writes a book about the Henshall’s attempts first to 
find out what was done to their children, and secondly to bring the 
doctors to account.  It has become a classic example of how 
professionals still get together to protect each other and to denigrate 
anyone who has the courage to question what they are doing.  If Dr 
Hey seriously believes what he is saying is true, why does he not 
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have the courage to publish his views in a British journal, rather than 
using an American journal, where it is much more difficult to sue 
him for libel.  And Dr Southall’s comment is another example of the 
innuendo and inaccuracy that will be used against any complainant:  
their complaint had nothing to do with other complaints - many of 
them justified - about his ‘child protection’ work and use of secret 
video surveillance of families.”   

 
Now, this is less than two years ago or just two years ago.  I am suggesting ---  
A I am sorry.  I know nothing about this.   
 
Q So somebody used your name?  
A I would say that that is what has happened, yes.  This is a print-off from a website. 
 I am aware that within ---  
 
Q Let me offer you the opportunity to dissociate yourself from the following:   
 

“Dr Southall’s comment is another example of the innuendo and 
inaccuracy ... their complaint had nothing to do with other 
complaints - many of them justified - about his ‘child protection’ 
work and use of secret” ---  

A I have no idea what Dr Southall’s comment was.  
 
Q Right, forget his comment.  Let us get to the meat of it. 
 

“... the complaints ... about his ‘child protection’ work and secret 
video surveillance of families.”   

 
You would not say they were justified, would you?  
A Sorry, which complaints?  I am getting lost because I ---  
 
Q Complaints that have been made against him about his child protection work and 
use of secret video surveillance; would you have gone into print to say those were 
justified?  
 
THE LEGAL ASSESSOR:  Gone into print in this article?   
 
MISS O’ROURKE:  Or anywhere.  (To the witness) Of course, I am saying therefore it 
would not be your words so you would not have said this.   
A Sorry, I am getting rather confused.   
 
Q You are saying you never saw this?  
A No.  
 
Q I am saying would you want to dissociate yourself from it - in other words, you 
were shocked that someone would have attributed this to you - because you would not 
make the contention that there are justified complaints against David Southall in respect 
of his child protection work or a secret video surveillance of families?   
A I am not aware of there being any complaints at the moment anyway.  
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Q Even if there were, you are not aware of any, you are not saying that anything 
against him is justified?  
A No, I am not.  
 
Q Thank you.  Let us move to the next ---  
A What perplexes me about this is knowing that within four days of my discussing 
with Louisa Morris whether or not I should put myself up as an expert witness here, that 
my name had already appeared on some website which appeared to be supporting 
Professor Southall and others, NHS Unlimited I think it is called ...   
 
Q NHS Exposed.   
A ... NHS Exposed with a variety of fabrications about me and the same person who 
was writing that website had written a number of things fairly defamatory about me to 
some of my colleagues.  I just find myself therefore wondering whether this is another 
example of their work.  I have absolutely no recollection of that and I have not read 
anything by Dr Hey, as far as I know, in an American journal two years ago.  I am just 
perplexed.  
 
Q Then let us move on.  If it is not you, let us move on.  Appendix 22, the next page. 
 This is an article in the Sunday Express, this time 15/16 months ago, February 25th, 
2007.  Title, “Baby doctor lets his patients pass out during secret experiments”.  Do you 
remember discussing with the Sunday Express such an article and did you see it after it 
was published?  Again, this is obviously an internet copy of it.   
A I remember discussing it with them.  I do not know whether I ever saw the final 
version.  
 
Q What research did you do before you gave your comments?  What did you read?  
A I think the Sunday Express sent me the protocol for the study.  
 
Q They sent you what?  
A Sent me a copy of the protocol for this study.  
 
Q Well, which?  Because is this not the study that you had already written about 
back in 1998?  This is not a new study.  This is now 2007.   
A This was - no, this is not a study that any of us have been talking about so far.  
 
Q You are saying this is a new and different study.  So what had you read because 
you are quoted as saying, third last paragraph:   
 

“This worries me.  Would any parent have consented to let their 
baby become unconscious and have fits before any resuscitation 
started?”   
 

What were you referring to?  Where was there evidence of any baby becoming 
unconscious and any baby having fits?  
A It was taken from the protocol of the study involved.  
 
Q No, it was not.  There is nothing in the protocol saying that babies will become 
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unconscious and have fits before you resuscitate them.   
A The protocol, as far as I recall, had been obtained from the National Records 
Office in Kew.  It was clearly protocol from a considerable length of time ago.  It was 
within a file of Medical Research Council papers and somebody looking through those 
MRC papers had found this particular protocol.  
 
Q And this somebody was Penny Mellor and Brian Morgan under a Freedom of 
Information Act search.  Were you aware of that?  
A No, I was not told that by the Sunday Express.  
 
Q Penny Mellor is quoted immediately below you:   
 

“Penny Mellor, who runs Dare to Care support group for mother 
who believe their babies have been harmed ... ‘cannot believe that 
there are any circumstances where a parent would allow ...”   

 
Who put the Sunday Express into contact with you?  Did you ask?  
A No, I did not ask but Lucy Johnston has previously been in touch with me, so 
presumably it was Lucy Johnston who thought of the idea of coming to me.  
 
Q I am going to say it was well known by this time that you were a good 
rent-a-quote to say something disparaging about David Southall.   
A You can say that.  
 
Q If you look at the next page, the study was carried out between 1982 and 1984, 
Medical Research Council, and then it is released in January 2005 and uncovered during 
an investigation into Professor Southall.   
 

“Our inquiries also discovered Prof Southall’s CV at that time 
showed that he had only undergone six months training with 
children at the Dorset County Hospital, in Dorchester.   
 
Dr Nicholson said ...”   

 
Did you say what they attribute to you?  Did you say to a national paper a year ago, “Did 
you question his experience and his skills to carry out research”, yes or no?  
A Yes, I think I would have done.  
 
Q What was your basis for doing so?  Had you ever discussed with Professor 
Southall his expertise or his background?  
A It would have been based on ---  
 
Q A stolen CV?  
A Previous knowledge of his CV, yes.  
 
Q Right.  If you look ---  
A And because this was conducted at a very early stage of his career.  
 
Q If you look at the previous page, it describes in the fourth paragraph down:   



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D28/111 

Transcribe UK 
VRS Ltd 

01889 270708 
 

 
“Last night medical experts expressed serious concern ...”   
 

Then they quote a senior consultant and then you, you are the only one they name, the 
inference being you are a medical expert when they say doctor after your name.  Did you 
contact the Sunday Express and say, “You better be very careful not to describe me as 
doctor because I have not actually been on the medical register for four years”.   
A No, I did not because I do not believe that it is normal practice when you come off 
the medical register for everybody automatically to stop calling themselves doctor.  
 
Q No, it is not that.  It is to make sure that it is understood by the Daily Express and 
others that you are not a medical expert and you are not a medical doctor.   
A As I said earlier, I always ask them only to describe me as editor of the Bulletin of 
Medical Ethics.  
 
Q Let us look at appendix 26, the next page.  This is taken from the BBC.   
 
THE CHAIRMAN:  Miss O’Rourke, before you do that, we have reached the time when 
ordinarily we might be thinking of closing.  In view of the discussion we had earlier, 
I think I am right in recollecting that you alluded to closing your cross-examination 
probably after the weekend.  
 
MISS O’ROURKE:  Yes, sir.   
 
THE CHAIRMAN:  Which suggests you are not going to finish it in its entirety tonight.  
Have you any indication as to how much longer you would wish to carry on?   
 
MISS O’ROURKE:  Sir, I think the position is this:  I would want to park it until over the 
weekend in any event because I, like Mr Forde, want him to read the evidence that I have 
criticised him for not reading.  I want to give him the opportunity so that I can ask a 
question on Monday saying, “In the light of having read that, would you like to retract, 
change or whatever”.   
 
Sir, I was intending to go on, if the Panel was okay with it, for probably another 20 to 25 
minutes because that will finish this bundle here, because there is only a few pages left in 
it, and it will finish two other separate documents that I have also photocopied to put to 
him and one other question about something that he said to a journalist.  I do not have a 
document but I want to put to him whether he recalls the conversation.   
 
At that stage I was going to suggest we stop because it has been a long day.  That would 
then give me an opportunity to review the rest of the questions of my pages.  I think I 
probably have a lot of them done but I would want to go on Monday to The Lancet 
articles, which I want to make available to you, but I want to, in fairness to the witness, 
give him the opportunity to read that.  I would estimate that with The Lancet articles and 
the opportunity to offer him a comeback on some of the other questions and then 
reviewing my notebook and just checking if I have covered everything, I would maybe be 
half an hour on Monday if I went on for another 20/25 minutes now.  I can stop now and 
be an hour on Monday morning.  I am in your hands. 
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THE CHAIRMAN:  That is very helpful and we may want to take a moment or two at 
some point just to look again at timetabling and where we are.   
 
The invitation which I extended to you after the lunch break, Dr Nicholson, you have 
heard what Miss O’Rourke has to say, that her wish if we carry on tonight would be for 
another 20/25 minutes and if we do that I would take a short break now in any event 
because we have all been sitting here for an hour and 20 minutes.  Can I ask you whether, 
if we take a break, say, until five-past five, would you be willing to sit there for another 
25 minutes this evening or would you prefer to end now? 
A I think it would be helpful if I remained for that length of time.  I confess I am 
feeling pretty weary but--- 
 
MISS O’ROURKE:  Sir, if he is weary I do not want to go on because I am about now to 
deal with two very important points, because they are much more contemporaneous.  The 
BBC item I am about to put to him is 2004 and the conversation with the journalist is 
2005, and I am concerned that they are important points because, as you know, I have 
questioned this witness’s partiality.  He has answered a number of the questions by 
saying “It was nine years ago or ten years ago and I don’t remember”.  I am about to now 
put to him that he has said very partial things within the context of the last couple of years 
and then accepted an invitation to be an independent expert, so I am worried about his 
answer. 
 
If he is tired, I do not want it to be said that he has not had a proper opportunity to 
consider, particularly the conversation that I am going to put to him that he had with the 
journalist is a very serious one and has serious implications for him.  I just put that point 
down because Ms Sullivan may feel, or somebody else may feel, it is not appropriate to 
put – were he still on the Medical Register, the allegation I am going to put to him could 
potentially amount to serious professional misconduct.  Because he is not on the Medical 
Register it cannot, but so that everybody understands the severity of what I may be about 
to put to him in the next 25 minutes.  If the preference is that I do it on Monday morning 
when he is rested, then I will do it on Monday morning. 
 
MR FORDE:  Sir, can I try and help with timing in general terms?  As soon as a witness 
expresses fatigue I become anxious, and I know Mr Foster does as well, about his fitness 
to continue.  I would not want it to be thought that we were taking any forensic 
advantage. We know that this gentleman has been unwell recently and he explained that 
is one of the reasons he has not been able to peruse the transcripts.  I would like him to 
read the excerpts I have given to Ms Sullivan.  I would hope it would not take more than 
a couple of hours just to skim through as part of the evidence. 
 
Mr Foster and I are confident that if Miss O’Rourke has an hour or even a little more 
from 9.30 on Monday we will finish this witness comfortably before quarter-to three on 
Monday.  The number of questions I have to ask are diminishing over time as a result of 
Miss O’Rourke’s cross-examination and Mr Foster, I am sure, will be customarily brief as 
he has been throughout the hearing.  So you need not have any anxiety about finishing 
him on Monday. 
 
Miss O’Rourke, as she cannot be with us on Wednesday, we have agreed that we will be 
more than happy for her to address you on any submission she has on Tuesday.  I would 
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hope to commence and possibly even finish on Tuesday.  Mr Foster would then have 
Wednesday, then the only possible hiatus, depending on how long Miss O’Rourke is on 
Monday afternoon or Tuesday morning and when I get started on Tuesday or Wednesday 
is we know Miss O’Rourke wants to be back on Thursday to hear Ms Sullivan’s reply.  
So there is a possibility of a short day on Wednesday but I do not think every time we 
have predicted a short day that has eventuated.  I think we will be fine with timing, if that 
helps. 
 
THE CHAIRMAN:  It helps a great deal.  Mr Foster, will you sign up to that as well? 
 
MR FOSTER:  Indeed I do.  There has been quite a bit of discussion between counsel 
about the timings and I think that has been agreed between us. 
 
THE CHAIRMAN:  Ms Sullivan? 
 
MS SULLIVAN:  Yes, sir.  I would endorse the suggestion that we stop now, given what 
the witness has expressed about what he has been feeling.  It is hard to give evidence and 
he has been ill. 
 
THE CHAIRMAN:  Yes.  I think, and the rest of the Panel agrees, that the reality is that it 
would be right to stop now in any event but it is a matter of consolation or comfort that it 
looks that we are still able to make progress without losing any time next week as a result 
of an early finish on Monday and the fact that Miss O’Rourke is away on Wednesday. 
 
Dr Nicholson, we will finish today and we would be grateful if you would be back here 
for 9.30 on Monday morning because I think it is agreed that we are not going to carry on 
with your evidence tomorrow because Mr and Mrs Henshall will not be here.  You are 
free now to leave if you wish and return here at 9.30 on Monday morning.  Hopefully 
over the weekend and tomorrow you will have the opportunity of reading the material 
which you have been invited to read and then Miss O’Rourke will continue with her 
questioning first thing on Monday morning and then we will take it from there. 
 
That leaves us in the position, as I look at Mr Forde – because I think it was you who had 
indicated yesterday, from what you said and the way in which all counsel expressed 
themselves is, of course, that tomorrow from your point of view would be an opportunity 
to giving consideration to the submissions which you are expecting to make. 
 
MR FORDE:  Yes, sir, at the very least, and it there may be another opportunity to 
smarten things up on Tuesday afternoon, which I may ask for because Dr Spencer may 
want to conduct his clinic and listen to me on Wednesday morning.  At the very least I 
would hope to be able to provide you with a document which cross-references my 
submission to the transcript and that I would like to embark upon in the course of 
tomorrow, and it will have had everything up to my cross-examination of Dr Nicholson.  
It is possible that I might ask for a little time to just deal with those aspects, because you 
will appreciate that in terms of the role of the investigator he has had some important 
things to say from my client’s perspective, but other than that I should be able to deal 
with the rest of the evidence that we have heard to this point if I have tomorrow and part 
of the weekend to deal with the cross-references. 
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THE CHAIRMAN:  The question arises, because obviously the Panel would like to make 
effective use of tomorrow as well if it can, whether anyone is in a position to make a start 
on drawing attention to any particular aspects of the material which we have in written 
form, be it documentary or transcript, which it would be worth our while reading. 
 
MR FORDE:  Certainly, sir.  The references that I have given Ms Sullivan, which I know 
will be on the transcript but I can probably furnish you with another copy – I would quite 
like you to look at them certainly before I cross-examine this witness.  They are 
references of general application so far as the charges are concerned.  I can give them to 
you again, sir, if you want me to read them slowly.  It will be on today’s transcript. 
 
THE CHAIRMAN:  It will be on today’s transcript.  We can either pick it up, because a 
photocopy of the list can be left, or we can get it from the transcript tomorrow. 
 
MR FORDE:  That would be very helpful and it would certainly mean that I would be 
happier simply to flag up the references, rather than take you to them and read them into 
the transcript, and that would mean my submission would be a lot shorter. 
 
THE CHAIRMAN:  Very well. 
 
MS SULLIVAN:  Sir, I was going to say as far as the Council and Complainants are 
concerned, we would be asking you to obviously look at the evidence of all the parents 
and also the doctors.  I would not want to restrict your reading of the transcripts just to 
what has been mentioned now; I think we would all be looking for you to examine those 
pieces of evidence in particular and also the expert evidence that has been called.  It is 
perhaps a little bit more of an extensive exercise. 
 
THE CHAIRMAN:  Of course that has to be right, but I think what Mr Forde is 
indicating is that he is in a position to let us know specifically what he will be referring 
to, which is helpful. 
 
Very well, in that case the hearing being in a position where we cannot meet in plenary 
session, I think, is probably an expression tomorrow – we certainly cannot be in open 
session tomorrow because we have agreed that in Mr and Mrs Henshall’s absence we will 
not continue with further evidence from Dr Nicholson or therefore anyone else.  
Therefore, we will adjourn the hearing now until 9.30 on Monday morning and meet 
again then. 
 
MS SULLIVAN:  Sir, could I finally just share with you a note I have been passed by Mr 
and Mrs Henshall?  That is specifically to thank you and everyone else for not sitting 
tomorrow. 
 
THE CHAIRMAN:  Thank you very much. 
 
Dr Nicholson, I just ought to repeat the caution I have given you not to discuss the case 
with anyone between now and Monday morning. 
 
MISS O’ROURKE:  Sir, there is some reading you can do – we have got The Lancet 
articles.  Those have been copied, if you want to do that tomorrow. 
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THE CHAIRMAN:  Yes, that would be helpful too. 
 
MISS O’ROURKE:  I am, of course, going to ask Dr Nicholson about those on Monday.  
(Same handed) 
 
THE CHAIRMAN:  Thank you.  D19. 
 

(The Panel adjourned until 9.30 a.m. on  
Monday, 23 June 2008) 
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(The Panel had a reading day in the absence of the parties) 
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THE CHAIRMAN:  Good morning, everyone.  We continue with the case of Dr Spencer, 
Dr Southall and Dr Samuels.  I gather that you are not feeling anything like as well as you 
would wish this morning?  
 
DR NICHOLSON:  That is right.  
  
THE CHAIRMAN:  But you feel able to carry on giving evidence?  
 
DR NICHOLSON:  I realise that the Panel has been delayed a lot by discussion about me 
already and I did not want to delay it any more but my GP was suggesting that I might 
even have whooping cough which was why I would probably normally have called in 
sick this morning but I feel I ought to try and get through the evidence if I can.  
  
THE CHAIRMAN:  We are grateful for that but please say if you want to break at any 
time?  
 
DR NICHOLSON:  Thank you very much.  
 

Richard Hugh NICHOLSON, recalled 
Cross-examined by MISS O’ROURKE continued 

  
Q Dr Nicholson can I echo that.  If at any stage you feel unable to answer the 
question or you want a break please do say so.  Can I take you back to the bundle of 
correspondence we were looking at on Thursday, appendix 26, five pages from the back 
of the bundle.  
 
THE CHAIRMAN:  This is D17, is it, Miss O'Rourke?  
 
MISS O'ROURKE:  Yes, D17.   
A Sorry, appendix? 
  
Q 26.  This is taken from a BBC website news item.  It is in fact four pages, I have 
only given you the first page and the last page because it is last page that I am interested 
in.  Do you remember giving an interview to the BBC around March 2004? This was 
posted on the web on 3 March 2004 you will see on the top of appendix 26.  
A I do not specifically remember the occasion but I have on two or three occasions 
given interviews to the BBC’s website editor.  
 
Q It is all about Dr Southall, nobody else.  You will see the title is “GMC probes 
Munchausen’s doctor” and the cause for the article is the General Medical Council saying 
they are investigating complaints against Professor Southall.  There is no one else 
mentioned in the article.  You can see that on the first page?  
A Yes.  
 
Q In other words it is not about any other doctor, any other doctor’s research. Then 
if you turn to the next page, which is page four of the article - we have got the ones in 
between if you want to see those pages - but you will see at the top of the page:  
 

“The General Medical Council said its preliminary procedure 
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committee had considered two complaints…”, 
 

and then they go on to comment what the GMC said and what a mother said.  
Then you will see fourth last paragraph a quote purporting to be from you: 
 

“Richard Nicholson, editor of the Bulletin of Medical Ethics said:  
‘There is something about the way a few people amongst 
paediatricians working in child protection have become almost 
obsessive and are far too willing to make a diagnosis of child abuse. 
 
It should be a diagnosis of last resort…”,  

 
I am going to suggest to you you were making that comment specifically 
referring to David Southall because that is the context in which you were asked 
for a comment?  
A That certainly seems to be a fair comment.  The BBC are usually pretty 
scrupulous and I am sure they would have told me that they were dealing only 
with Professor Southall.  
 
Q I am going to suggest to you this was another example, only four years ago, of 
you being willing to criticise Dr Southall without knowing about the extent of his work or 
without having been instructed to investigate his child abuse work and whether it was 
justified to make the diagnosis he had in many cases that he had.  In other words nobody 
had instructed you to carry out an inquiry.  You had not read case reports of cases in 
which he had made a diagnosis; you had not seen the papers that the General Medical 
Council had under consideration.  This was you making an adverse comment about him 
in circumstances where you were not in position of the full information?  
A It was more general comment than that which, I think, was justified in terms of 
information certainly that I had been provided by a number of people working in the field 
of child protection.  
 
Q What people?  Penny Mellor?  Brian Morgan?  
A No.  I was thinking more in terms of people like AIMS, Association for 
Improvement in Maternity Services, and Jean Robinson and people like that who have 
investigated a lot of cases individually where parents have come to them with concerns.  
 
Q So again you are doing it on anecdotal, hearsay evidence.  You yourself have not 
been instructed as an expert in any case Dr David Southall has been an expert witness or, 
indeed, a witness on a child abuse case and you have not yourself been provided by the 
General Medical Council with the papers of complaints in these particular cases that the 
BBC were concerned about?  In other words you had not---  
A No, and the comment I make is much more general than that and does not imply 
that I had access to such information.  
 
Q I agree with that but what we would say is here is another opportunity, here is 
another example of you disparaging David Southall and saying that he is almost obsessive 
and he is far too willing to make a diagnosis of child abuse when you do not know 
whether his diagnoses have been justified or not because you have got, (a), no expertise 
to judge it and, (b), have not actually accessed the primary material to judge it?  You do 
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not have any expertise yourself in child abuse, do you?  
A Only in having dealt with a number of cases when I was a junior doctor.  
  
Q Which is 30 years ago?  
A Yes.  
 
Q Let us come on to the next page, it is the last but one page of the bundle, D17. 
This is an editorial, I think, from your Bulletin of Medical Ethics, May 2000.  Do you 
recognise it?  
A Yes.  
 
Q You say: 
 

“In years to come members of UK research ethics committees are 
likely to have cause to be grateful to a Midlands housewife.  It was 
Debbie Henshall whose persistence in trying to find out why one of 
her premature babies died and another was left severely brain-
damaged led eventually to the review of supervision of research in 
North Staffordshire, which is covered at length in this issue.”  

 
Yes?  
A Yes.  
 
Q Then the next paragraph is the important one: 
 

“The result is an inquiry report that says little about what exactly 
went wrong in the paediatric department in Stoke-on-Trent or who 
was to blame, but a great deal about how we move forward now.”  

 
Why do you say anything went wrong or there is somebody to blame?  
A I think the fact that there were complaints about what had gone on; the fact that 
inquiries were set up suggests that there was at least some prima facie evidence to 
suggest something had gone wrong.  I think at that stage of our knowledge this was not an 
unreasonable comment on that department.  
 
Q Others would beg to differ.  I am going to suggest to you just because somebody 
makes a complaint does not mean something has wrong gone.  The courts repeatedly have 
people make complaints and the complaints are thrown out.  The General Medical 
Council has people make complaints and the complaints are thrown out.  Here is a further 
example of you saying something has gone wrong and somebody is to blame with very 
little knowledge yourself of the matter.  No?  Let me take you to the bottom of the page 
and see if this helps you.  You are now talking about Europe Parliament directives and 
things of that sort and you say: 
 

“Such a law might make it clearer to future researchers that treating 
subjects as Mrs Henshall and her infants were treated is not only 
unethical but illegal.”  

 
You are saying that something illegal was done as far as the Henshalls are concerned 
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having heard one side of the story only.  What was the something illegal?  Presumably 
treating their child without consent?  Is that what you are saying is illegal?  
A Treating children without consent, yes.  
 
Q Is illegal.  So again you are accepting the Henshalls’ story that they had given no 
consent?  
A I was accepting their story, yes.  
 
Q I take you now to what is probably the first page of your bundle D17.  For the 
Panel it should be the fourth page.  I think it is the front page of yours.  Do you see it says 
“Dr Richard Nicholson Bulletin of Medical Ethics”?  
A Yes.  
 
Q We understand this is a print out from a web page, I am not sure if it is on your 
Bulletin or elsewhere but that it is a page dealing with you and your articles.  Is it a page 
that you recognise?  
A Sorry, which part of it?  The top part? 
  
Q All of it.  The top part and then it refers to various articles written by you, for 
example, you see the title, one third of the way down the page “Ethics challenges the 
euthanasia arguments” and then it says Richard Nicholson and then it gives a link to an 
article that you supposedly have written on euthanasia?  
A This is certainly not from my website, no.  
 
Q If you look under “Richard Nicholson” it says: 
 

“Dr Richard Nicholson is the editor of the Bulletin of Medical Ethics 
and a retired GP.”  

 
Do you claim to have worked as a GP at any stage?  
A Sorry, under?  
 
Q One third of way down the page.   
A No, no, I am certainly not a GP.  Never have been.  So this is not something that  
I have written.  
 
Q I want to take you now finally in this bundle back to an article that we already 
looked at in The Sunday Express and I want to put to you an interview that I say you gave 
about it.  You can tell me whether you did or not.  You will find it appendix 22. Have you 
got that?  
A I have got 22, yes.  
 
Q You will see it is a Sunday Express article on 25 February 2007, that is 15 months 
ago and we looked at it on Thursday and we looked particularly if you look on the second 
page of it you commented about Professor Southall and his CV and you talk about him 
only having six months’ training in a general children's ward, etcetera. You are 
commenting on a particular paper that he has done.  Yes?  
A I do not think this was --- was this a paper or was this the protocol for a study? 
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Q It says if you look on the first page that we looked at on Thursday: 
 

“Last night medical experts expressed serious concern about 
experiments…”, 
 

and then I think you said you thought it was a protocol that you were asked to 
look at that a support group had obtained.  Yes?  
A Was there also a report to the MRC with the protocol? 
  
Q Yes.  Right.  What I want to suggest to you is this and I am going to put to you 
and I do not have it in writing for you because it has come from somebody who will be a 
witness if needs to be.  Do you know a journalist called Jonathan Gornall?   He does a lot 
of writing in the BMJ and on medical issues. 
A I do not know him.  I believe he has phoned me once.  
 
Q I am going to suggest that he phoned you on 8 March 2007.  He phoned you 
expressly about this article in the Sunday Express which had appeared about ten days 
beforehand and he wanted to ask you about what you said in that article and what 
involvement you had had.  Do you remember that?  
A I do not specifically remember it but I believe that he has rung me once in his life 
or my life.  
 
Q I want to put to you now what you said to him when he questioned you about that 
article.  He asked you whether you had actually seen the published paper in the Lancet in 
1985 to which the newspaper article had related as opposed to only the MRC summary 
provided to the newspaper by Penny Mellor of “Dare to Care”.  Do you remember him 
asking you that?  
A I am afraid I do not remember the details of the phone call at all.  
 
Q Let me put some specifics and see if these jog your memory or whether you want 
to resile from what he says you said to him.  He says you replied that you were 
commenting on a document sent to the MRC and you had been sent a copy of that 
document before you commented on it.  Sound right?  
A That sounds right.  
 
Q That he then said to you how much detail was in it and you said “Quite a lot of 
detail, it is pretty much as one might expect a paper to have appeared when later 
published.”   You then said the title of the summary you saw was “The recordings of the 
cardio respiratory activity in relation to the problem of SIDS”.  Sound right?  
A I did not hear the last bit.  
 
Q “The recordings of cardio respiratory activity in relation to the problem of SIDS.” 
 SIDS - sudden infant death syndrome?  
A Right.  
 
Q He then asked were you aware that there was a published paper.  In other words, 
that Southall and others had published on the matter in the Lancet.  Do you remember 
that?  
A As I say, I do not remember the details of the phone call at all.  
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Q You responded by saying “I guess there probably was but I did not have time to 
go and search in the library to find it”.  Sound familiar?  
A That is quite likely that I said that, yes.  
 
Q Back to where we are with this case.  Is it not a bit dangerous to comment in the 
national press on something if you have not done Professor Southall and others the 
service or honour or privilege of actually reading what they have written?  
A I was under the impression that the report that went with the protocol and the 
report to the MRC was something that had been written by Professor Southall.  
 
Q Jonathan Gornall then asked you whether you considered, as the Sunday Express 
appeared to, that this was experimentation.  Do you remember that?  
A As I say, I do not recall the details of this phone all at all.  
 
Q You then asked him to define experimentation and he then said to you “Well, it is 
different from clinical observation” because this is what he said this was about and you 
said “Well, if it is clinical observation it usually involves if the person is being observed 
they are clearly in need of treatment, it would imply you are going to do that treatment as 
became necessary which in this case that did not happen.”  Would you have said that?  
A I would think it is quite likely I had, yes. 
 
Q Which again gave an indication that you had not, of course, read the paper 
because it was clinical observation and treatment was provided and so your comment 
“…which in this case that did not happen” was an entirely false one.  So here you were 
again going into print in a national paper about something for which you had not read the 
Lancet article and you were making statements of fact as to what happened in that trial 
without having read it?  
A Yes.  I have read the report that went with --- that had gone into the Medical 
Research Council and was found with the protocol.  
 
Q I will come in a minute to what that paper said but you then said when Jonathan 
Gornall pointed this out to you that, in fact, it had happened you said “It is reasonable to 
call it experimentation because in normal clinical observation you would not have a 
pressure transducer in the oesophagus, for instance”.  Sound like you?  
A Sounds quite possible, yes.  
 
Q Then I want you to think very seriously about your answer to this because this is 
now 8 March 2007.  Jonathan Gornall said to you “You are a doctor, are you?” and you 
answered “Yes.”  8 March 2007?  
A Sorry, I was not claiming to be a registered medical practitioner, I was just saying 
that I am a doctor and by training, you know, I have medical training and in normal social 
intercourse I think it is not unreasonable still to describe oneself as a doctor. 
  
Q This is not social intercourse.  This is---  
A I am sorry, this is not --- I am afraid I do not believe that most retired doctors 
immediately deny that they are a doctor as soon as they have retired or taken their names 
off the medical register.  I think this is just a reasonably normal way of stating what one’s 
background is.  
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Q I am going to suggest that is not the case.  This is a journalist asking you about a 
medical procedure and something clinical because you have gone into print on it. He is 
concerned by your answers and said, well, do you understand and why do you think this 
happens and because he is concerned about your answers he asks “You are a doctor, are 
you?” to check that therefore you are commenting on it in a clinical perspective and as 
someone with expertise and you say “Yes”.  It may be one thing to have social 
intercourse at a dinner party.  It is another thing to make a comment to a journalist who if 
he gets an answer “Yes” will understand that to mean you are a registered medical 
practitioner and who may well use this information if he decides to print the article.  
A Well, that was not how I understood the question.  
 
Q What he says is that you then said next “I have not been in practice for over 20 
years” but you did not at any stage say I am no longer a registered medical practitioner.  
He then asked you what qualifications you had and you said “Just a diploma in child 
heath but I had done a neonatal intensive care job unlike Southall.”  He asked where and 
you said at Birmingham Maternity Hospital?  
A That sounds reasonably accurate, yes.  
 
Q So you were having another dig at David Southall and you were neglecting to tell 
this particular journalist that, in fact, you were no longer a registered medical 
practitioner?  
A But nevertheless I was stating quite accurately that I had been out of practice for 
over 20 years.  
 
Q You made it clear that you had not actually read the paper upon which you were 
quite willing to give some comments to a national newspaper?  
A I was not commenting on the paper.  I was commenting on the documents that had 
been passed to me.  
 
Q Did you have any expertise as a respiratory specialist?  
A You know the answer to that is no.  
 
Q Do you know in fact what this was about, in other words what you had been 
commenting to the Sunday Express related to? 
A I would need to remind myself of it.  I do not at this juncture remember the full 
details of it. 
 
Q Let me tell you, it is a single occlusion technique which was a well-recognised 
lung function technique for the assessment of passive respiratory mechanics and infants.  
It is described as a non-invasive technique and there has been a number of papers written 
on it.  It is so well-founded that there are European Respiratory Society together with 
American Thoracic Society task forces and guidelines dealing with the equipment signal 
processing, data handling, control and acceptance techniques.  We say that this 
demonstrates that you were providing an opinion which you are not qualified or 
knowledgeable enough to give.  Did you know of the existence of any of those 
guidelines?  Did you know of the single occlusion technique? 
A I was commenting merely on the documents that I was provided with. 
 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D30/8 

Transcribe UK 
VRS Ltd 

01889 270708 
 

Q That is what they related to; that is what was in fact undergone and if you had 
read the 1985 Lancet article you would have read that – it was a well-recognised lung 
function technique test.  You should not have commented as you did and that is a year 
ago, so you were still having a go at David Southall one year ago on the basis of lacking 
information  
– yes? 
A I was commenting on the documents on the MRC protocol and the report that had 
been provided to me. 
 
Q I asked you the other day, and we looked at it again in D17, about Sir Iain 
Chalmers, where you had gone into print criticising him and his independence and the 
Cochrane system etcetera – do you remember?  I can take you back to it in the bundle, if 
you want.  It is Appendix 15, the one October 2001, “North Staffs - a progress (?) report”, 
and then we looked at the second column, where you talk about criticism of the Griffiths 
report has come from a retired paediatrician, Edmund Hey, and the Director of the 
Cochrane Centre, Sir Iain Chalmers, and on the next page you go on to say: 
 

“Chalmers’ inappropriate interventions calls into question the 
quality of the UK Cochrane Centre’s work.” 
 

Do you remember that? 
A I remember that, yes. 
 
Q Just so we understand your involvement with Sir Iain Chalmers, you largely wrote 
the 1986 Institute of Medical Ethics Report “Medical Research with Children”, did you 
not? 
A I did. 
 
Q It is the one you produced via the bundle.  I am going to suggest to you that in fact 
it was criticised by a number of people because, among other things, it is said that it 
failed to examine the hazards endured by the very large numbers of children who 
received treatments every day that have never been subjected to rigorous evaluation.  Do 
you remember that?  It was an article published by somebody describing themselves as 
malcontent in 1987, or were you unaware of that? 
A Yes, that was in a new journal called Perinatal Epidemiology, or something like 
that. 
 
Q That is right.  You then responded to it by referring to the need for a balance 
between protecting children from possible harm caused by research and protecting them 
from harm caused by disease – do you remember that? 
A Yes. 
 
Q What happened then was Iain Chalmers published a response in 1988 and he 
responded by saying that you had left out of account completely the need to consider how 
to protect children from the harm caused by treatment.  Do you remember that? 
A Vaguely, yes. 
 
Q He finished his response in 1988 with the following: 
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(Document not supplied to shorthand writer) 
 

“The theoretical arguments for using well controlled experiments to 
protect child patients during innovations in medical care have been 
widely rehearsed and supported by empirical evidence.  Ex cathedra 
dismissal of these arguments should not be tolerated without 
empirical evidence to support contrary views.  Neither Dr Nicholson 
nor the working party with which he was associated has yet to 
provide such evidence.  It is certainly arguable that three years of 
deliberations to produce a 265-page report which failed to address 
these fundamental issues may have actually operated against the best 
interests of children.  It is time medical ethicists acknowledged that 
in their work, as in clinical practice, bright ideas and good intentions 
are not enough.  Evidence is required to demonstrate that 
implementation of their ideas is likely to do more good than harm” 
 

- Chalmers 1988.  I am sure you are aware he wrote that? 
A I was aware of that, yes. 
 
Q So the report which you have put before this Panel and which you have said is key 
to assessing your evidence in this case has been criticised from on high by clinicians in 
practice and involved in epidemiology and involved in research? 
A It has been criticised by Iain Chalmers, yes, and equally it received extremely 
good reviews in The Lancet, New England Journal of Medicine, a leading article in The 
British Medical Journal and it was a report produced by a team that included practising 
paediatricians with considerable research experience.  So clearly if one writes a book one 
is going to find occasional criticism but equally there may well be a lot of support in 
other quarters and I do not think--- 
 
Q It was not just Iain Chalmers, was it? 
A Sorry? 
 
Q It was not just Iain Chalmers and he was not speaking alone, he was speaking for 
a lot of the clinical community in expressing concern that you were dismissing arguments 
without any empirical evidence to support your views.  He was not alone? 
A Perhaps you could tell me who else, because I do not think that he was speaking 
for a great deal more than himself.  At that time I suppose he was running the perinatal 
epidemiology unit but he had come to that as an obstetrician rather than a paediatrician.  I 
do not believe I am deliberately forgetting lots of other criticism, and also we have not – I 
do not believe our report had actually deliberately dismissed the argument that he was 
making.  I think that the clinicians on the board had certainly made that point in our 
discussions and we had certainly said things about the need to support research, which I 
would have thought gave a rather different impression. 
 
Q Let us go to his more recent comments on you.  I think you were invited over the 
weekend to read The Lancet material – I think you were given a copy of it? 
A Yes. 
 
Q Have you had an opportunity to read it? 
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A Yes. 
 
Q This appeared in The Lancet in April 2006.  I think you told us you have had one 
edition of the Bulletin since then, is that right?  You had a bulletin in mid-2006 I think 
you told us was the last one? 
A That is right. 
 
Q Did you refer to any of this Lancet material in your bulletin, your last edition, 
bearing in mind that you had been writing in your bulletin over many years about CNEP 
and about whether there was going to be a follow-up?  Did you share with your readers 
that there now had been this important update in material in The Lancet? 
A Not in that issue, no. 
 
Q Why not?  CNEP had been a major interest for you in the Bulletin over many 
years; we have seen just a tiny selection of the articles.  So why not share with your 
readers the subject which you felt the need to write about in 2000 and say that Griffiths 
says there should be a follow-up and here and now is the follow-up and here are the 
comments on it?  Why ignore it? 
A Because I had other material that I was concentrating on for that particular issue 
of the Bulletin.  This is something that I would have expected to return to at some point. 
 
Q You see on the first page there is an editorial – that is obviously written by the 
editor of The Lancet – but on the second page “Are any of the criticisms of the CNEP 
trial true?” and that is an article written by Ed Hey and Iain Chalmers – yes? 
A Yes. 
 
Q You will see on the second column over, right at the bottom of that second 
column, four lines from the bottom they say: 
 

“Whether their allegations are true remains unclear but, like The 
Independent, some people made up their minds long ago.  The Editor 
of the Bulletin of Medical Ethics, for example, has stated that:  ‘The 
core of the misdeeds in Stoke-on-Trent, that have led to research 
governance and the governance arrangements for research ethics 
committees, was that CNEP was used in research without parental 
consent.’   
 
The allegations that parents were misled in consent forms forged 
have been investigated by the local hospital three times; by the 
General Medical Council twice; and have even been referred to the 
police.  None of these investigations has publicly reported finding 
evidence to support the claims.” 
 

They are right, are they not?  You made your mind up long ago, which makes you unfit to 
be an expert in this case? 
A They referred back to something I had written several years ago and--- 
 
Q Were you aware of the Keith Prowse case in the General Medical Council?  Did 
you follow that? 
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A No. 
 
Q You were not aware that the Henshalls complained about the Medical Director, 
Dr Keith Prowse, to the General Medical Council and that there was a full General 
Medical Council Professional Conduct Committee hearing in the summer of 2001?  Did 
nobody ever make you aware of that? 
A It rings faint bells so somebody must have made me aware of it. 
 
Q But you never chose to comment upon that in your Bulleting of Medical Ethics 
and to say that that Professional Conduct Committee had said that the Henshalls were not 
telling the truth when they said they did not sign the consent forms?  You were never 
aware of that or you never felt you might want to share that with your readers? 
A I was not aware of that outcome of it, no. 
 
Q Can I take you to the next column over on Hey and Chalmers, at the very top of 
the page: 
 

“Unsurprisingly, the allegations of research misconduct in Stoke 
have also made many clinicians reluctant to take part in research.” 
 

Have you been aware of that with your involvement, you say, with research ethics 
committees, that the outcome of the campaign run against CNEP has actually made 
people reluctant to put their heads above the parapet and get involved in research because 
they do not want the grief that goes with it? 
A I think that is something which would take a very substantial research programme 
to find out whether that really is true.  Certainly the research ethics committees still see 
plenty of research proposals coming through from paediatricians and other clinicians.  If 
anything, there has been a slight of reduction in the amount of research but I think that is 
probably because of the way in which the research governance framework is operating 
and is making some clinicians not want to bother. 
 
Q You were invited over the weekend to read Dr Stimmler’s evidence – have you 
done so? 
A Yes. 
 
Q You will have seen in there, as I said to you on Thursday, that he commented that 
unfortunately the effect of the campaign in this particular case had been to deprive or to 
stop the use of CNEP where he felt it was useful, particularly in cases of bronchiolitis in 
children with chronic lung disease – you presumably saw that? 
A Yes. 
 
Q You will have seen, if you read The Lancet article, on the next page a comment by 
Southall and Samuels – it is in the second column, just level with the end of the 
photograph, where they say: 
 

“Our development and use of this promising treatment was halted 
abruptly in 1999.” 
 

They go on to say that unfortunately they were not able to use CNEP thereafter.  You 
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have seen that – yes? 
A Yes. 
 
Q You have presumably seen the other articles that follow from McIntosh and Craft 
and others, saying that it is a shame this treatment has not been available for 
bronchiolitis? 
A Yes. 
 
Q You have not chosen to comment on any of this in your bulletin; in other words to 
say “There’s another side to this in terms of all the stuff that I have written about CNEP 
and research and its impact.  I now read what these very significant clinicians say and 
I realise there is another side to it”? 
A I have not chosen to write that, no. 
 
Q Can we expect, if there is another Bulletin, that we will see it written, that in 
particular, if you look on the next page, 1035, “Southall and colleagues vindicated once 
more”, we see a page and a half article by, I think at the time they were, the President and 
Vice-President of the Royal College? 
A Yes, and certainly this is something I would return to but at the moment I would 
not write about it until this case is over. 
 
Q This case is going to be over quite soon and so you will be in a position then, 
Dr Nicholson, to write about it in your bulletin.  You presumably would defer on matters 
such as this and the usefulness and safeness and effectiveness to both Dr Stimmler and to 
people like Alan Craft and Neil McIntosh? 
A Yes, I would.  I do not think I have ever denied the effectiveness of CNEP. 
 
Q You, I think yourself, have no personal experience of CNEP? 
A No, I do not. 
 
Q You will see then, in respect of David Southall, 1035, under the title “Southall and 
colleagues vindicated once more” that Craft and McIntosh, two leading paediatricians in 
this country, describe his work as “pioneering” and they then say: 
 

“Southall’s work has often been at the cutting edge of knowledge 
and he has ventured into areas that are inherently controversial.  He 
has made many important contributions to the published literature 
and many lives have undoubtedly been saved by his research.” 
 

Do you disagree with that statement? 
A No. 
 
Q It is just, you see, as we read your material – and, indeed, I will take you to it, and 
I asked you on Thursday whether you had ever written anything positive about him – as 
we see it you have made disparaging comments about him over the years and you have 
said things that seem to indicate that you are fundamentally opposed to him and his 
research, and yet here are two of the leading paediatricians in the country at the time they 
write it, the President and Vice-President, saying that he has made important 
contributions to the published literature and many lives have been saved by his research.  
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In fact, they use the word “undoubtedly”.  It is not the picture you have chosen to paint of 
David Southall, is it? 
A No. 
 
Q If we look on the next page of their article they go on to say, in the penultimate 
paragraph: 
 

“The public must be protected from maverick researchers.  The 
inquiries into this case have shown that the systems to control 
research that were in place in Stoke-on-Trent and the other hospitals 
involved in the CNEP study were at least as good as any at the time, 
and that Southall and colleagues were not mavericks but careful and 
dedicated researchers.” 
 

Do you disagree with that?  “At least as good as any at the time”.  Are you going to tell us 
there were better ones? 
A I suspect that there were better ones at the time.  I suspect that there were research 
ethics committees that were working better than the one in Stoke-on-Trent at the time but 
the evidence for that is not great because while some committees did take on their duty 
from 1991 to produce an annual report others did not, so there probably is no absolutely 
objective evidence to say whether this is true or false. 
 
Q Let us just clarify, while we are at that.  In 1989 or January 1990 were you 
actually a member of a research ethics committee? 
A No. 
 
Q That is what I thought; from your CV it does not seem to suggest you were.  So in 
January 1990 at the time the research ethics committee in Staffordshire was considering 
this you were not in fact a member of one? 
A Not at that time, no. 
 
Q Previously, you had been a member of only one, is that right?  Was that the 
Wellington Hospital? 
A Yes. 
 
Q And that was 1985 to 1987? 
A Yes. 
 
Q You were in fact secretary of that research ethics committee at the Wellington 
Hospital? 
A Yes. 
 
Q And the Wellington Hospital is a private hospital? 
A Yes. 
 
Q And a relatively small private hospital compared to somewhere like North Staffs 
in terms of size and patients? 
A Yes. 
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Q So you would agree nothing comparable in terms of clinicians there or, indeed, 
nature of research.  It is small and specialist, whereas North Staffs would be doing it? 
A Yes. 
 
Q I am going to suggest to you that actually even in the matters of research ethics 
committees and what was going on in January 1990 you do not have the expertise to 
assist this Panel? 
A I would suggest that since I had done my first substantial research project on 
research ethics committees some years earlier and had been in various ways trying to 
follow up and to keep in touch what was going on with research ethics committees, that I 
certainly had a considerable level of knowledge of how research ethics committees 
functioned at that time. 
 
Q You had only sat on one and it is all very well to go away and read about it – we 
can all do that; the Panel could read what was written at the time.  I am going to suggest 
to you that someone like Neil McIntosh – who, in case you do not know, is an expert on 
behalf of Dr Southall in this case – was sitting on research ethics committees at the time 
and also submitting work to research ethics committees at the time, would be much more 
of an expert than you in respect of what was going on in January 1990, apart from being a 
clinician with a knowledge of the field? 
A He would know about his own research ethics committee.  I had at least been 
doing research covering all the research ethics committees in the country to try to 
establish how they were working. 
 
Q Let me take you on to the next page in the Lancet which is from Professor Rod 
Griffiths.  You had covered, as we have seen, in your bulletin his report fairly 
extensively.  You devoted the best part of an issue to it, you had written an editorial about 
it, you had commented upon it, yes? 
A Yes. 
 
Q This was therefore very significant when he published in The Lancet in April 
2006 and in particular can I draw your attention to the first column, third paragraph where 
he says: 
 

“All the evidence that we received about the CNEP trial had 
something different to say; the ethics committee, the clinicians, the 
published work, the trust, and the patients all said things that 
differed substantially.  It was clear that much of what we were told 
must be wrong and different witnesses had different axes to grind.” 
 

Do you see that? 
A I see that, yes. 
 
Q That would be something very significant for you to have followed up on, bearing 
in mind what you had said about the outcome of the Griffiths Inquiry, yes? 
A At some point, yes, it will be followed up on. 
 
Q If you look in the next column, the last paragraph: 
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“I think that David Southall and his team have to be congratulated 
on having done a randomised trial when they did.  After our report, 
material became available which suggested that the design of the 
trial was better than we had been led to believe, and had it been 
made available to us we would have written some paragraphs 
differently, making less of some of the criticisms and referring to the 
register of clinical trials.” 
 

Rod Griffiths says:  
 

“David Southall and his team have to be congratulated on having 
done a randomised trial when they did.” 
 

Do you agree with him? 
A I certainly do not disagree.  Yes, a randomised trial of CNEP was certainly 
needed. 
 
Q Can I take you then to the next page and the end of what Griffiths has to say and it 
is the second paragraph down that starts “Third”: 
 

“Third, we can now see the headlines about baby deaths in 
perspective.  They were lurid and misleading and in making such 
headlines the mass media did not do anyone a good service; it 
created unnecessary anxiety and did nothing to further the research 
that might save lives in the future”. 
 

You have participated in a number of articles and a number of TV clips which have used 
those lurid headlines.  I know you say that the headline was not yours in most cases, it is 
somebody else’s but you have contributed to articles under those headlines.  In the light 
of what Professor Griffiths says, in the light of the Telford report do you now regret 
contributing to those publications, such as the Sunday Express and The Independent? 
A I certainly regret having those sort of headlines put over articles to which I have 
contributed a comment, yes. 
 
Q Therefore, your association with those lurid headlines which Rod Griffiths says 
are inaccurate and misleading? 
A I am sorry, was there a question? 
 
Q Yes.  I am saying you regret being associated with those articles which had lurid 
headlines which Rod Griffiths says are inaccurate and misleading.   
A Yes, I regret that mass media on some of these occasions put lurid and misleading 
headlines on stories, but --- 
 
Q You now accept, do you, that there is not evidence that CNEP has caused deaths 
or strangulations or indeed brain damage?  There is not evidence? 
A I would find myself wanting to refer back to the original paper in Paediatrics and 
to Dr Raine’s thesis, because it seems that there is one particular group of babies that did 
come out of CNEP rather worse than those babies who had standard treatment.  If one 
looks at the babies who are under one kilogram in weight there you found that of the 
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babies that had CNEP who had a birth weight under one kilogram 15 out of 24 died, 
whereas of the babies under one kilogram who had standard treatment, 14 out of 39 died, 
so the death rate amongst those having CNEP under one kilogram was 62.5% while the 
death rate for those having standard treatment was 35% which  
is ---- 
 
Q It is a small number in both cases. 
A It is a large enough difference.  I know I am not allowed to talk about statistics, 
but it is actually a large enough difference that it is actually significant and it is a sub 
issue, if you like, of the main trial.  The main trial shows that CNEP is effective and safe, 
particularly amongst the older children, that it does not have an increased death rate, but I 
think that this is one thing that I would be concerned about was never drawn out in the 
Paediatrics paper that maybe in the smallest babies it is producing more deaths.  Overall, 
clearly, it was just a slight excess. 
 
Q What I am going to suggest to you is that in the smallest babies you are into the 
most vulnerable group and it really is random as to how small and how vulnerable they 
are and the numbers of deaths involved in that category are so small that you cannot draw 
any significance. There is nothing there that suggests that CNEP has killed those babies. 
A Unfortunately, I am not allowed to speak as a statistician but I would say I think 
that you are actually wrong and I think there is a significant difference. 
 
Q We will leave that for somebody else to deal with.  I just want to ask you now 
some questions about the evidence you have read over the weekend. You have now read 
the evidence I think of a number of the clinicians who took consent and who came to give 
evidence in this case.  In the light of reading their evidence and also in the light of 
reading Joe Raine’s evidence, do you retract anything that you have said about consent 
and training as far as this study is concerned? 
A What I would say is that the evidence of those various doctors shows individual 
examples of very good practice.  Dr Arya used to go and see some of the parents in the 
obstetric wards before they had actually delivered when it was suspected they were going 
to deliver a very small premature baby to discuss the trial with them and that certainly is 
to my mind a very good idea and was later something that the Royal College of 
Paediatrics and Child Health recommended should happen.   
 
Dr Livera, again she talked about going and talking again with parents at a later stage 
after the trial had started to continue to ensure that they understood what was going on in 
the trial and how their infant was doing.  In the case of Dr Raine, he was provided with 
training in obtaining consent after he had failed to get consent which is actually a 
perfectly reasonable outcome, but he was the one person who was then apparently given 
any video training and then there was Dr Palmer who --- 
 
Q Did you read the bits where they said there were training sessions run by Theresa 
Wright, that Dr Southall and Dr Samuels came up from London to give training sessions  
where it was said that they had available to them material and information, they had 
available to them Drs Brookfield and Spencer. Did you read all of that evidence? 
A I read that evidence ---- 
 
Q Right, then let me put to you ---- 
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A The point I am trying to make, if I could just finish my previous answer, is that 
there were individual examples of good practice which taken together, if all the doctors 
had been applying them, would have meant that consent was being obtained in a very 
good way, but the real problem is that these were individual examples, there was no 
coherence and clearly therefore --- 
 
Q What do you mean, no coherence? 
A Different junior doctors were taking different approaches in --- 
 
Q Why do you say that? 
A Because these evidences of good practice are related only by single doctors, they 
are not things that they all did.   For instance, it was Dr Palmer who had the idea that we 
should go and show photographs to parents of what it looks like to have a baby in CNEP -
-- 
 
Q They all did that. 
A Then that was one idea that was taken on and created into a folder, but this was 
not something that was there from the start. 
 
Q How do you know?  You were not there. 
A There is no evidence amongst the statements of the various doctors to say that it 
was there right from the start.  It was something that Kate Palmer had started. That was 
her evidence. 
 
Q A lot of them say they cannot actually remember everything and one would not be 
surprised, because it is 18 years or more ago.  They cannot remember every detail of what 
happened, because they are put in the invidious position of having this complaint brought 
forward 18 years after the events.  It is not surprising, is it?  You have not been able to 
remember things you wrote two years ago or said. 
A It is not surprising, no, but I just --- 
 
Q What I want to take you to is what you said in your report which the Panel have 
not seen, but I am going to read the last sentence of your paragraph 26.  You say the 
following: 
 

“When no training appears to have been provided, as in this case, 
there is a very substantial chance that many of those detailed to 
obtain consent will not know enough about the trial to be able to 
answer the question of a concerned parent”. 
 

You have reached that conclusion, I am going to suggest to you, on no or no proper 
evidence, firstly, that there was, you say, in this case no training provided, because the 
evidence you have now read suggests that quite a few of the doctors recall training by 
Theresa Wright, recall training by Southall and Samuels, recall training manuals, but 
more than that there is not one of them that has given evidence that has said they did not 
know enough about the trial to be able to answer the question of a concerned parent and 
there is not one parent who has come forward and said, “I asked a question that could not 
be answered”. 
A That conclusion was based on the witness statements that I was provided with 
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before I produced this report and in those witness statements I think there were statements 
from about half a dozen of the junior doctors in which they all said that they had no 
recollection of having received any training. 
 
Q But a number of them did say that they had and mentioned Theresa Wright, so you 
have been selective again and you have relied on the statements of those who said they do 
not recall them as opposed to those who said they did, yes? 
A I would have to go back to the original witness statements. 
 
Q Let us just move on as time is pushing on.  Adverse event.  Would you agree that 
the question of what is an adverse event is for a clinician to decide? 
A Nowadays there are some fairly precise definitions on what --- 
 
Q Back in 1990, that is what we are talking about.  Would you agree it is a matter 
for a clinician to decide if it is an adverse event? 
A There was no fixed definition, so it would have to be a clinician.   
 
Q You have seen Dr Stimmler saying as a clinician he did not feel that the neck 
problem, bearing in mind what it was, and indeed any of the other issues were adverse 
events. 
 
MS SULLIVAN:  That is not my understanding of what he says.  He agreed it was an 
adverse event.  It was a question of whether or not it should be reported and he did not 
think it should be reported. 
 
MISS O’ROURKE:  It is not a reportable adverse event.  You defer to him? 
A I would still regard that as an adverse event, but I think I accept his view that it 
was not necessary to report it. 
 
Q Thank you.  Have you met any other CNEP parents through the Henshalls or 
otherwise?  What about the Breretons or the Bradleys? 
A I do not think so, no. 
 
Q You have not had any contact from any other CNEP parents? 
A Not that I can recall, no. 
 
Q Can I ask you this?  You presumably do appreciate from what you have read, 
including now The Lancet material, that there are many parents who are grateful for the 
treatment and care provided by these clinicians in CNEP and otherwise, yes? 
A That is clear from The Lancet article, yes. 
 
Q And that these clinicians have been for many years working, helping saving lives 
of children and often very sick children, yes? 
A Yes. 
 
Q Do you now regret that you have not assisted with that work or, indeed, assisted 
the understanding of parents of their work as a result of writing one sided comments on 
what these individuals have been doing?  Do you regret it? 
A I may have turned out to be wrong on some issues, but I do not think I regret it 
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because I think that there is an often neglected need to provide support for parents when 
they feel that something has gone wrong and I still believe that that is an important 
function for doctors to take more seriously. 
 
Q Can I confirm this.  You yourself have never been involved in any research work 
with patients, any medical research work, is that correct? 
A Only in the sense of gathering data for other researchers during the time that I was 
working in neonatal intensive care units. 
 
Q You answered some questions from me the other day when I said about your 
independence in this case and whether you were appropriate to be an expert and you said 
you advised your instructing solicitors of the possibility of conflict when you were first 
instructed, yes? 
A Yes. 
 
Q That is Ms Morris of Eversheds, is it? 
A Yes. 
 
Q Did you advise her in writing? 
A I provided her with copies of everything that I had written about North Staffs in 
the Bulletin. 
 
Q Did you advise her in writing?  Did you write and say:  “I think there may be a 
problem here, because I have gone into print” etc?  In other words, did you put something 
in writing to her or did you phone her up and tell her? 
A I simply do not recall which way round I did it.  I imagine there was some 
covering note with the copies of the Bulletins I sent her.   
 
Q It is just that Ms Morris has been very good at disclosing to us attendance notes of 
telephone conversations, in one of which you described the charges as thin, in one of 
which you say that you are not qualified in statistics and therefore you think a statistician 
should be involved.  We have not had disclosed to us a telephone attendance note 
indicating you thought there may be any problem with you giving evidence.  She has also 
been very good at disclosing your reports and subsequent letters to us and we have not 
seen one.  I just want to check that you recall that you are saying that you did say 
something to her or write something to her and then we will perhaps ask Ms Morris to 
make a search for the relevant attendance note or letter. 
A I think I must have said something because otherwise there needs to be some 
explanation of why I was sending her those particular copies of the Bulletin.  It may be 
that it was at some time when we met face to face. 
 
Q Finally, and I think it is finally, the only question I have got, subject to checking, 
is when you gave your views on surfactant it is not something you would ever have used 
yourself or had any familiarity with? 
A No, it came in after I had finished. 
 
MISS O’ROURKE:  Thank you, Dr Nicholson. 
 
THE CHAIRMAN:   Thank you, Miss O’Rourke.  Mr Forde, I think if you are going next 
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it would be a good opportunity to take a quarter of an hour break. 
 
MR FORDE:  Yes, sir. 
 
THE CHAIRMAN:  We will take quarter of an hour and come back at five past eleven. 
 

(The Panel adjourned for a short time) 
 

THE CHAIRMAN:  Mr Forde? 
 

Cross-examined by MR FORDE 
 
Q Dr Nicholson, I am going to be asking questions on behalf of Dr Spencer and 
others have invited you to indicate if you need a break at any stage and I do the same. 
You told us that you were instructed to give expert evidence in this case in about January 
of this year.  Is that correct?  
A Yes.  
 
Q I think you were aware of the fact that unlike other General Medical Council cases 
you have been involved in this case was inevitably going to come to a hearing?  
A Yes, I mean, I was not aware that the other ones were not going to go to hearings.  
 
Q They may or may not have gone to hearings or it may have been that your advice 
was not thought to be necessary but you knew at a relatively early stage, I suggest, that 
you were going at some time to face somebody such as myself or Miss O'Rourke or  
Mr Foster across a room such as this?  
A Yes.  
 
Q Help me if you can.  What did you do, other than producing your report, to 
prepare yourself for that eventuality?  
A The main thing that I did was to search as hard as I could for evidence that was 
contemporary about what ethical standards were expected of researchers around about 
1990, so some of that was then used to produce a report.  Some I found at a later stage. 
Q I shall return that in a moment.  Did you, for instance, investigate the appropriate 
codes of practice and standards that experts are supposed to adopt?  Did you look for that 
material?  
A I did not look for that specifically, no.  
 
Q So we can take it that you did not and have never read the Criminal Procedure 
Rules, part 33 which give guidance as to how experts are to give their opinion?  
A That was provided for me by the instructing solicitor.  
 
Q Did you read it?  
A I think --- yes, I did.  
 
Q Are you sure about that?  
A I did read it but I could not immediately say what the contents of it were.  
 
Q I have to suggest, particularly as you come from an ethical standpoint, that that 
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information should be in the forefront of your mind at all times.  Is it?  
A No, it is not.  
 
Q Were you, for instance, aware that in assisting a Panel such as this, because that is 
your role, you are not an advocate, you were to give a range of opinion where possible?  
Were you aware of that?  
A I was aware of that, yes.  
 
Q Would you agree with me that your report does not appear to give a range of 
opinion at all?  
A I probably would not agree with you, no.  
 
Q We shall return to that.  Were you aware of the fact that you had a continuing 
obligation to this Panel to indicate when your views had changed?  
A Yes.  
 
Q It is impossible, is it not, to fulfil that duty if you do not read the transcripts of the 
evidence that has actually been given before this Panel?  Would you agree?  
A I would agree, yes.  
 
Q Illness aside, Dr Nicholson, it is simply unacceptable for you to sit where you sit 
and in answer to a question from Miss O'Rourke indicate that you had not read the whole 
of the relevant transcripts, is it not?  
A If you say so.  As I say, I am not a frequent expert witness and I confess that 
nobody had drawn it to my attention that all transcripts had to be read immediately.  
 
Q Let us just investigate that.  Again, please bear in mind the irony of you coming 
from an ethical standpoint.  You have made a number of serious criticisms of my client 
and his hospital, have you not?  
A Yes.  
 
Q Do you not think in those circumstances that you are duty bound having looked at 
the relevant evidence to see whether those criticisms are maintained?  
A Yes.  
 
Q It should not really be incumbent upon me to wheedle concessions out of you, as  
I am going to have to do in the next hour, should it?  
A No.  
 
Q Did you read the evidence of Dr Stimmler?  
A I did.  
 
Q Did you see the perfectly proper way in which in his evidence-in-chief he told this 
Panel that he no longer stood by any clinical criticisms made of my client relating to 
hypoxia?  Did you see that?  
A I saw that, yes.  
 
Q But you did not see it, I think, before you began to give your evidence?  
A No.  
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Q Do you now understand, if you should give evidence in future, that it will be 
incumbent upon you to look at the evidence the Panel have heard and to make proper 
concessions during the course of your evidence?  
A I do.  
 
Q That is a duty and obligation which I am suggesting to you you should have 
understood even before you wrote your report but you did not?  
A I did understand it but I have probably not understood fully what the mechanism 
would be for changing my views on things.  
 
Q You come from an ethical standpoint, that is what you tell us, do you not?  
A As somebody who has been studying the subject, yes.  
 
Q You tell us that during the course of your training you became concerned about 
the lack of ethical training that was given to junior doctors?  
A Correct.  
 
Q I think that remains a concern as far as you are concerned?  
A It does.  
 
Q You make a living going up and down the country delivering talks and lectures to 
doctors about ethical standards?  
A Most of the talks and training that I do are for members of Research Ethics 
Committees.  
 
Q We will come to that.  
A So I do not often give talks just to doctors.  
 
Q That is a very helpful answer.  The reason that you still feel it is necessary for you 
to speak to Research Ethics Committee members is because you are still of the view that 
the ethical standards within the profession are not high enough?  
A I think there is always going to be room for improvement, yes.  
 
Q You have been an advocate for change since the middle ‘80s?  
A Yes, that is time that I first seriously became involved in the field.  
 
Q Do you understand that these doctors are to be judged by this Panel by the 
standards of the ordinarily competent doctor practising at the time?  
A I have a question mark about that, yes.  I understand in one sense that but I also 
find myself in some difficulty as to the statement in the 1989 Blue Book that a  serious 
breach of medical ethics may constitute serious professional misconduct because I find 
myself wondering how on earth does one define what would be a serious breach of 
medical ethics if one is looking only to how other doctors behave because we have heard 
from Dr Stimmler that he does not believe he knows anything very much about ethics.  
Doctors in my generation and I think of the defendants’ generation probably received 
very little training in ethics generally and even less in research ethics.  So it seems to me 
there is a sort of question of how does one determine what is a breach of medical ethics if 
one is relying on a sort of Bolam type principle of let us just look at what other doctors, 
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equally untrained in medical ethics, had to say.  
 
Q We know and I have read the transcript that you have problems with the Bolam 
test but if as a matter of law these doctors stand to be judged by the standards of 
ordinarily competent medical men then you would not suggest, would you, that they 
departed in 1989 or 1990 from that standard?  
A Sorry, I do not understand the question.  
 
Q If the test as a matter of law is whether or not these doctors acted in accordance 
with the standard of ordinarily competent doctors in 1989 or 1990, if that is the test, you 
are not suggesting, are you, that they departed in any way, shape or form from that 
standard?  
A No, but there is---  
 
Q I will come to qualify your answer I hope helpfully but I think your difficulty is 
whether the medical profession set for themselves at that time a high enough standard?  
A That is my difficulty, yes.  
 
Q I hope I summarise what I understand your viewpoint to be fairly.  Do I?  
A Yes, you do.  
 
Q If the standard I have suggested to you is the correct one then the better person to 
adjudicate upon the conduct of these doctors would be Dr Stimmler?  
A If that is the only standard that applies before this Panel, yes.  
 
Q Because the reason for that is that if they are to be judged by the ethical approach 
or standards prevalent within the medical profession at the time he is the better expert?  
A Except that he had said that he had no real interest in medical ethics and did not 
know much about it.  
 
Q As you fairly conceded that may well have been the  case nationwide, regrettably,  
I know, from your point of view but that may well have been very typical of the 
profession at the time?  
A I think it was.  
 
Q I am going, I hope, to be fair to you and examine how it is you have attempted 
through your writing in particular to deal with what you see as perhaps limited ethical 
training.  One of the first things I think you got involved in which was published in 1986 
was your own publication?  
A The very first publication I had was in the Journal of Medical Ethics ten years 
earlier.  
 
Q Would this be fair, in 1986 you published your own book - and we have excerpts 
of chapter 8 - and the purpose of that book really was to advise Research Ethics 
Committees?  
A It was intended to be of use to anybody involved with research with children.  
 
Q I can read the forward to you if you need me to.  We copied the whole book but 
Mr or Dr Dunstan, is that correct?  
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A Professor.  
 
Q Professor and the concern expressed in the forward is to ensure that the ethical 
standards might be looked at afresh.  I am reading: 
 

“As guidelines for research involving children multiplied so did 
inconsistencies in their prescriptions.  It was suggested to the 
Society for the Study of Medical Ethics, now the Institute of Medical 
Ethics, that it might usefully study the question afresh…”  
 

A Yes.  
 

“…and publish a report designed to encourage reflection and 
perhaps to help members of Research Ethics Committees in the 
discharge of their duties.”  

 
Q Yes.  So that is why I am saying it was mainly aimed at Ethics Committees?  
A Well, knowing how Professor Dunstan writes he certainly was putting the 
emphasis on encouraging reflection.  
 
Q What I want to suggest to you is this: the relationship between investigator and 
Ethics Committee involves two-way communication.  Would you agree with that?  
A Certainly.  
 
Q You commented in an article that I may take you to that you felt that it took ten 
years for clinical research in developments to filter its way into the profession and ethical 
concerns seem to take even longer.  Do you recall that comment in an article that Miss 
O'Rourke put to you?  
A Yes, I do.  
Q I can you to it, it is in D17, if you wish me to but I am going to deal with that as a 
separate topic.  You can see that that has been a criticism that you have made in the past?  
A Yes.  
 
Q I will read it to you, you said, it is the “Culture of subterfuge” article: 
 

“Clinical researchers often complain it takes ten years for research 
findings to filter into routine clinical practice.  This is swift 
compared with the time it takes for changing ethical standards to be 
noted by researchers.”  

 
Do you recall that being in your article?  
A Yes.  
 
Q Would you agree with me that you would expect the first change in attitudes to 
have come within the Ethics Committees and for them then to impose those standards 
upon researchers?  
A Not necessarily.  I would have thought that there is a responsibility on individual 
doctors who wished to do research to understand the ethics of what they are doing and if 
they do not understand it to investigate it.  This is an essential part of the work that they 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D30/25 

Transcribe UK 
VRS Ltd 

01889 270708 
 

are proposing to do and I think the GMC therefore would expect them to take the 
necessary steps to ensure that they understand what are the current ethical obligations in 
undertaking research.  
 
Q We have looked at the GMC guidance extant at the time and effectively the only 
thing it says about ethics is make sure you are not getting a backhander from the drug 
company.  That was the guidance that was available to doctors in ’89, ‘90.  
A In terms directly of research but nevertheless I think there is more general 
guidance, is there not, about the duty on doctors to behave ethically?  
 
Q I am not questioning that but what I am suggesting to you is this:  the research 
proposal has to be approved by the ethics committee so they have the ultimate right of 
veto? 
A The ethics committee advises – certainly back in 1990 the ethics committee would 
advise health authority of the particular hospital, who would then be the final arbiters as 
to whether the research went ahead. 
 
Q But if they had difficulties with the ethics, being an ethics committee of any 
proposed research, they are supposed to say so? 
A Certainly. 
 
Q You see, Dr Nicholson, on this side of the room we feel many of your criticisms 
would be more validly made against the medical members of the ethics committee that 
approved this research in 1990, would you agree? 
A The criticisms could also be made against them but the ethics committee never 
takes away from the individual researcher the responsibility for their own actions, so the 
responsibility for what actually happens in research always ultimately lies with the 
researcher not with the ethics committee. 
 
Q We are not disagreeing with you but the criticisms you have made, many of which 
found the initial charges against my client, really seem to revolve around reporting of 
adverse events and changes to protocol.  Those are the two main criticisms that you 
appear to make – I will come to the application itself in a moment as a separate topic--- 
A And questions of consent. 
 
Q I will deal with that if I need to.  As far as you are aware, I think in keeping with 
many other ethics committees at the time, this ethics committee did not require regular 
reporting in giving its approval – we have got a one and a half line approval? 
A Yes. 
 
Q You recall that, do you not? 
A Yes. 
 
Q Neither did it require or define an adverse or serious adverse event in terms of 
reporting? 
A No. 
 
Q And that was common at the time? 
A I think it was entirely variable.  Some committees requested that; certainly some 
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of the annual reports of research ethics committees I have seen from 1991/92 that 
appeared after the red book had made the requirement in 1991, some of those have fairly 
full lists of what they expect researchers to return to the committee about, some do not. 
 
Q I think in 1989/90 you would no doubt fairly concede there was not anything like 
the standardisation that there is now? 
A No, but equally there was greater standardisation than there had been when I first 
started researching the committees seven years earlier. 
 
Q I am not disagreeing with you.  The reason for the red book being published in 
1990 was to try and bring some standardisation? 
A Yes, it was. 
 
Q Because, as the Griffiths report was to find – I wonder whether you recall this – 
the relevant guidance (which we have not got in the bundle) was the 1975 guidance? 
A Yes. 
 
Q We can copy it for the Panel if we need to but, again, can you confirm that that 
was entirely silent on the question of the reporting of adverse events and amendments to 
protocols? 
A It was.  Basically, it said very little more than that doctors are advised to follow 
the advice of the Royal College of Physicians given in 1967 and 1973. 
 
Q Even when you were researching your book – and I just want to see whether you 
agree with some of these propositions and if need be we can put the whole chapter before 
the Panel but let us see how we get on – you found, did you not, that there were a number 
of panels…I think we had better distribute the chapter – I think it will be D20. 
 
THE CHAIRMAN:  It will.  (Same handed) 
 
MR FORDE:  I am going to take you to a very few passages, if I may, not all of which 
have been copied for the Panel in file 1.  The very beginning of the chapter “Research 
ethics committees”, doctor, that is authored by you? 
A Yes, it was. 
 
Q Because you did the research work.  I apologise for the underlining but there is a 
section underlined: 
 

“The working group found, in particular, that no information was 
available about the ways in which British research ethics committees 
examined proposals for research on children.” 
 

That was what you found at the commencement, is that right? 
A Yes, that is back in about 1982 I suppose. 
 
Q I think it was 1981/82? 
A I think the survey was done in early 1983 and asked committees to look at 
activities over the period 1981/82? 
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Q Tank you.  Just to give us some flavour, because I suggest that this is important in 
terms of a range of opinion, go to 161 and the section “Authority of committee”, again 
underlined: 
 

“One hundred and fifty-three chairman (88 per cent of the 174 
respondents) replied that it was compulsory for all proposals for 
research on human subjects…to be submitted to the committee” 
 

(that is the ethics committee) 
 

“for approval.  Of the 21 who said that it was not compulsory, only 7 
provided written guidance to researchers on the categories of 
research that should be submitted.” 
 

That suggests that there were 14 ethics committees at the time of your review who did not 
require anything in writing or even to be involved in the process.  Is that fair? 
A That is fair, yes. 
 
Q Then at page 171 there is a sentence beginning “Chairmen”: 
 

“Chairmen were asked whether there had been any specific 
discussion in their committees, or in the group of researchers served, 
of the particular problems of research on children.  Fifty (29 per 
cent) replied that there had been such discussion” 
 

- does that suggest that 71 per cent said there had not? 
A It does. 
 
Q Again, you would not be happy with that state of affairs? 
A No. 
 
Q Perhaps more concerning from your perspective, if you look at the guidance you 
have cited, the Medical Research Council statement in 1963, the Royal College of 
Physicians report in 1973, the Department of Health and Social Security’s Circular in 
1975, the British Paediatric Association’s guidelines in 1980 and the 1975 revision of the 
Helsinki Declaration, you set out above table 8.5 and if you look at the awareness of the 
Chairs certainly possibly the most relevant guidance, would you agree, that of the British 
Paediatric Association, it would appear that 29.4 per cent of Chairmen were actually 
unaware of its existence? 
A Correct. 
 
Q And 39.7, so nearly 40 per cent, were aware of its existence but had never had a 
discussion about it? 
A Correct. 
 
Q So 70 per cent either unaware or aware but no discussion, it would appear, 
approaching 70 per cent? 
A Yes. 
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Q Again, you could not have been particularly happy with that state of affairs? 
A One would have preferred there to have been better discussion about the 
guidelines because they could provide a basis for having a fuller discussion.  The 
guidelines often were fairly minimal but at least committees ought to be in this position 
where they had actually discussed them. 
 
Q Then I would like you, please, to move to page 183, entitled “Consent to research 
on children”.  This is why I want to suggest to you if clinical work is taking ten years to 
filter down to the profession in 1986 you published this book, I suggest, mainly aimed at 
research committees, not clinicians, and you still found some concerning features: 
 

“The policies of research ethics committees on the obtaining of 
consent for research on children were examined further in the 
questionnaire.  The responses to several questions are tabulated in 
table 8.15” 
 

which we will find over the page. 
 

“The most striking finding is the first one:  20 committees (18 per 
cent of the respondents) do not always insist on investigators 
obtaining consent from parents or guardians before their children 
may be entered into a research project.” 
 

So nearly one in five? 
A Yes. 
 
Q I am not going to take you in detail to the table because we can all read it for 
itself, but if you go over the page to 184 you begin to touch upon the difficulties of 
consenting where there is a newborn child – do you see three lines from the top: 
 

“It seems likely that some of the 18 per cent of committees that do 
not always insist on parental consent provide ethical review for units 
and institutions such as the special care baby unit, at which it has not 
been the policy to obtain informed consent from parents for research 
on their infants.  Such a policy seems to result from too ready an 
acceptance of the apparent difficulties in obtaining consent from the 
parents of newborn children rather than from any argument that 
consent is not legally and ethically necessarily.” 
 

Then 15 per cent did not insist on a full explanation being given.  Then in your 
“Comment” section you say this: 
 

“While it is well known that there can be considerable difficulties in 
providing an explanation of any sort in language which most parents 
could understand, the law nevertheless requires the attempt to be 
made, since consent which is not fully informed may be held to be 
invalid.  Since two-thirds of the committees that do not always 
require a full explanation are committees which also do not always 
insist on consent being obtained from parents, the answers to these 
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questions suggest that approximately one committee in every ten is 
not aware of the legal need for fully informed consent to research 
procedures.” 
 

That was your finding at the time, is that correct? 
A That is the finding back in 1983/84, yes. 
 
Q You would accept, would you not, the following propositions:  (1) getting and 
gaining consent from parents shortly after the birth of a sick child is or can be a task that 
requires some skill? 
A Certainly. 
 
Q Would you also accept, because this is absent from your report but others have 
touched upon it, there is a lot of research to suggest that even where consent has been 
validly given and there is a document to prove that, that parental recollection can be 
seriously flawed? 
A It can be, yes. 
 
Q In fact when you see a document signed and witnessed does it not suggest to you 
that the most likely explanation that can be given in respect of a parent who says “I didn’t 
give consent” is that they have simply forgotten? 
A They may have forgotten or they may have not understood from the start what it 
was that they were signing, because I think there are situations where parents feel under 
considerable pressure and may not be thinking as coherently as one would normally 
expect immediately after the delivery of a baby and therefore there may be a genuine 
failure to understand what it is that they are signing. 
 
Q But you cannot criticise, can you, a doctor who, from their perspective, gives the 
information they feel is necessary, assess that as being readily understood and then 
proceed to conduct the research? 
A It depends what further action that doctor is going to take, because that doctor 
should be well aware that this is a very real possibility that the parent will not have 
understood initially that the parent may well not remember having signed the form and 
that is why I was drawing attention earlier to what Dr Livera was doing – going back and 
talking to parents again in the following days after the entry of the infant into the trial, 
because that certainly is one of the ways in which it is now recommended that you try to 
get round this problem; that because there is loads of empirical evidence showing that the 
standard paradigm of giving a sheet of paper and having one discussion with the 
prospective subject of research or the parent of that subject is not an adequate way of 
getting informed consent and that one needs to have a continuing process rather than 
assuming that it is something that happens at one point in time. 
 
Q We do not disagree with you and all the staff, the doctors who gave evidence  
– and they were selected by the General Medical Council – were confident that they 
understood the process of consenting and appeared to accept it could be, in certain 
instances, a continuous process.  You have read that evidence now? 
A I have read the evidence.  I would not say that all of them recognised that it was a 
continuous process; most of them, I think, did not. 
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Q I do not think that is a fair assessment of the evidence that we have had but I am 
not going to take you to the transcript references.  All say without exception that they felt 
they had had adequate training in the taking of consent for this trial, because we asked 
every single one of them that question, because we asked every single one of them that 
question and they all said that.  In particular, I think it was either Dr Morgan or 
Dr Wheatley indicated that one of the reasons they would not push for the trial would be 
because they did not want complaints from parents saying “Why isn’t my child in the trial 
if it is better than standard treatment?”  Do you recall reading that? 
A I do, yes. 
 
Q The staff also made it clear from their point of view that dealing with children in 
CNEP tanks was actually practically more problematical for them? 
A Yes. 
 
Q They also all made it clear that they felt the nursing staff were competent and 
well-trained and able to answer parental questions.  Do you remember reading that? 
A Yes. 
 
Q Would you agree – I know your experience is some time ago – that the dynamic in 
the neonatal intensive care unit is often greatest between nursing staff and parents? 
A Yes, I would agree. 
 
Q And the very appearance of the CNEP tank would have prompted or might have 
prompted questions in the reasonable parent if they had not remembered the process of 
consent? 
A I would certainly expect it to, yes. 
 
Q So there can be little or no risk, can there, really of parents, even if they did not 
initially understand, being in no doubt but that something was happening to their children 
in comparison to those that were having standard treatment? 
A I would suggest there still could be doubt and I would suggest that the best ethical 
practice is to try to resolve that doubt by ensuring that everybody regards consent as 
process, as something that has to happen not just at one point in time but as part of the 
consent process you make certain that you talk again to the parents involved and if you 
are going to use a very short introductory information sheet that you should at a later 
stage, when they are better able to understand it, provide them with a greater level of 
information. 
 
Q You have not seen any evidence that that was not done in terms of what you have 
read; this has been described as a well-run trial by the standards of 1990? 
A It has been so described and one has the folder which Dr Palmer produced.  
Equally, nowhere amongst any of this information is the information about possible side 
effects or risks or the downside of either CNEP or standard therapy and it has been a 
requirement – these risks exist and it has been a requirement from the earliest days that 
that is part of the information that needs to be given to people before they are asked for 
consent. 
 
Q You have already accepted, when Miss O’Rourke was cross-examining you, that 
that is a clinical assessment, not an ethical one? 
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A It has certainly an ethical component because one of the fundamental duties of the 
research ethics committee is to assess whether the risks of a study are appropriately in 
balance with potential benefits. 
 
Q You are aware of the fact that with the submission for approval the Ethics 
Committee were directed towards the relevant papers. 
A They were directed towards papers --- 
 
Q Would you not expect a conscientious member of that committee to read those 
papers? 
A They might have had some problem in that two, if not three, were described as 
being in press and one of those I think may never have been published. 
 
Q We have got them in the hearing.  You may not be aware of that.  Rather than look 
for, as I am going to suggest you do, the potential problems in this case, accept for a 
moment that the papers were available to the Ethics Committee.  That was a proper 
application to make in those terms. 
A If those papers gave a thorough description of possible side effects as well as of 
benefits. 
 
Q It was also by the standards of many ethics committees more than many would 
have received at this time.   
A We can presume that but we cannot say for certain. 
 
Q It is likely, is it not, that this … 
A It is possible. 
 
Q … lengthy protocol with a patient information sheet (I know you criticise it and 
we will come to that in a moment) was more than most ethics committees were getting in 
1989 and 1990. 
A But equally there are other people doing neonatal research who produced much 
more thorough protocols at that same time. 
 
Q It is the range I am asking for.  There were a reasonable body of medical 
practitioners producing far less than was produced to this Ethics Committee in 1989/90. 
A Well, evidence? 
 
Q Did you read the evidence of Barbara Cannings? 
A I did, yes. 
 
Q 1994, she told us, no requirement to report back, no requirement to report adverse 
events unless they had happened within the hospital.  That was the standard that she was 
used to five years after this application went in.  That was not uncommon, was it, in 
1994? 
A I am not sure that anybody has the evidence to say yes or no. 
 
Q I suggest that the evidence is to be found in a document that you authored.  File 1, 
please.  We will find in 1992 a document with which I am sure you are well familiar 
which is the British Paediatric Association August 1992 document, page 296, behind tab 
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2.  Do you have that? 
A Yes. 
 
Q At 298 the penultimate name is yours. 
A Yes. 
 
Q Take your time, but can you find for me in that document any direction in 1992, 
this is after these events, to a researcher to inform the ethics committee of adverse events 
or alternatively to inform of each and every change to the protocol?  (Pause)   
A I think it is almost certain that we did not specify that in those guidelines probably 
because we were concentrating more on the ethics of research with children rather than 
what rules ethics committees needed to work towards, because again if one is going to 
provide --- 
 
Q Is that right?  If you look at page 300: 
 

“These guidelines are written for everyone involved in the planning, 
review and conduct of research with children”. 
 

A Yes, as guidelines, not as rules. 
 
Q It is a fairly fundamental guideline, is it not, if your criticism of these doctors is to 
be maintained, that there is regular reporting and that serious adverse events are notified 
to ethics committees?  That is a deficiency in your guidance, is it not, if you did not point 
that out? 
A I do not believe so, because I think it is important to distinguish between what are 
guidelines giving a brief enough overview that one can expect people to read them, but 
which deal with the fundamental and ethical principles that one expects to be adhered to, 
and the difference between that and a set of rules which would include such things as 
having to report adverse events and protocol amendments.  Basically, one is 
concentrating on the sort of relationship between the researcher and the local research 
ethics committee. 
 
Q There is nothing in the previous document either which is at 232.  That is the 
Department of Health guidance  and you have been roundly critical of the Department of 
Health for not giving some top down guidance, have you not, in this area? 
A For not having done so earlier. 
 
Q At all.  In your “Culture of subterfuge” article which I have taken you to already 
you say this at the end:  
 

“Yet it is with the Department of Health that the greatest chance of 
improvement lies”. 
 

What we have here in 1991 which postdates the application, if your evidence is accepted, 
is woeful and this is guidance to ethics committees. 
A Could we look at page 233, paragraph 2.14. 
 
Q Yes, we can do. 
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A  
“Once the LREC has approved a proposal, the researcher should be 
required to notify the committee, in advance, of any significant 
proposed deviation from the original protocol”. 
 

Q Yes. 
A  

“Reports to the committee should also be required once the research 
is underway if there are any unusual or unexpected results which 
raise questions about the safety of the research”. 
 

Q Yes.  I fully accept that.  Nowhere do you see any definition of what “a significant 
proposed deviation” is, do you? 
A No. 
 
Q Nowhere do you see any definition of what “an unusual or unexpected result” is, 
“raising questions about the safety of the research”. 
A Not a precise definition, no, but again the question is, is ethical behaviour 
something that can be defined by precise sets of rules or is it something, an area where 
people expect to have guidance but where the expectation is that if you are going to 
behave ethically you have to be able to think out for yourself what is appropriate 
behaviour. 
 
Q Yes, I fully accept that and I do not think we are disagreeing with you. I am only 
suggesting that the guidance available to practitioners was nothing like as precise as that 
which you are advocating now.  If we go to 3.7 let us look at what was said about consent 
in 1991 and I remind you this is a 1989 application.   
 

“The procedure for obtaining consent will vary according to the 
nature of each research proposal.  The LREC will want to be 
satisfied on the level and amount of information to be given to a 
prospective subject.  Some methods of study such as randomised 
controlled trials need to be explained to subjects with particular care 
to ensure that valid consent is obtained.  The LREC will want to 
look at such proposals particularly carefully.  They will also want to 
check that all subjects are told that they are free to withdraw without 
explanation or hindrance … An information sheet, to be kept by the 
subject, should be required in the majority of cases”, 
 

not even an absolute requirement.  As you are aware, our patient information sheet did 
indicate and the consent form that went along with it that the patients could be withdrawn 
from the trial at any time, did it not, so it ticked that box? 
A Yes, it made that very clear. 
 
Q It also made it clear that it was a randomised trial.  You were not consenting to 
CNEP, as some seem to have gone away with the impression, but you were consenting to 
going into a trial.  If you go to page 330 behind tab 3 you will see the information leaflet. 
 Do you see that?  We have a brief description of what is involved (I will come back to 
safe and effective in a moment):  You can give your consent, but it is randomised, you 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D30/34 

Transcribe UK 
VRS Ltd 

01889 270708 
 

will have usual monitoring, you can withdraw and your child will receive the usual form 
of treatment.   
A I think it is important to recognise that just saying a method of random allocation 
will not be understood by possibly even a majority of parents. 
 
Q We have had some who did understand and it is quite clear from the evidence of 
the doctors that they did their best in verbal explanations to explain it to the patients in 
language they could understand. That is the impression we got from the evidence they 
gave.  Do you agree? 
A It would appear to be, yes. 
 
Q If you go to 338 you see an example of the countersigning of the consent, a 
reiteration of the fact that not only can questions be asked but participation in the study is 
voluntary and that the patient can be withdrawn at any stage and then a signing by the 
patient’s parent that they have given fully informed consent to the person named above 
taking part in the clinical investigation and then a signature and a printing of the name by 
the relevant doctor.  That, if you read Dr Raine’s evidence, was a better and more 
rigorous system than that in existence at Queen Charlotte’s. 
A I think Queen Charlotte’s had taken time to bring their research ethics committee 
up to scratch. 
 
Q What does that mean, because we know that Dr Harvey, one of the authors of the 
paper, was both consultant and on the ethics committee? 
A In the early 80s the Queen Charlotte’s research ethics committee consisted of 
every single consultant at the hospital plus one administrator and in our survey it had 
never asked for a single amendment to a single protocol, let alone rejected any, so how it 
was working by 1989 I do not know, but in the early 80s it was not an example of an 
effective committee. 
 
Q Yes, but that is a hospital with a high reputation, is it not?  It enjoyed that in the 
late 80s, early 90s. 
A Indeed it did, but I do not know whether its research ethics committee enjoyed a 
high reputation. 
 
Q But North Staffordshire, by comparison, appears to have done rather better in 
terms of its paperwork, does it not?  Dr Raine told us they simply got them to sign the 
patient information sheet, as far as we could see. 
A Right.  Yes, you have got a consent form which may or may not be individualised 
to the particular trial. 
 
Q It says what the trial is at the top of the page, does it not? 
A Yes. 
 
Q So it is individualised to the trial, so that is not a criticism that can be maintained, 
and it gives the information that it would appear the Department of Health wanted given 
to patients.  “You can withdraw at any time.  It is voluntary”.  As I have said, that was in 
1991, not 1989.  Do you agree? 
A It certainly mentions voluntariness and that is certainly an important part. 
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Q The reason for the Red Book coming out in 1991 was because there was no 
generalised guidance from the Department of Health which had moved with the times, is 
that correct? 
A I am sorry? 
 
Q The reason for the Red Book being published in 1991 was to give some 
standardisation in terms of the advice to ethics committees. 
A Yes, that was the main purpose. 
 
Q Because, as you have told us, the applicable guidance in 1975 did not mention any 
of the things that you now regard as obligatory. 
A No. 
 
Q Such as reporting adverse events etc.  Can we just look at the position with the 
neck trauma.  Many gave evidence about it.   First of all, it is not neck trauma, it is trauma 
to the skin of the neck, would you agree? 
A From what I have seen, yes. 
 
Q From what you have seen. 
A Yes. 
 
Q I think you have accepted that Dr Stimmler’s evidence is to be preferred as to 
whether from a clinical perspective that was an adverse event, a seriously adverse event 
and therefore needed reporting.   
A I accept what he has to say about what his practice at that time would be.  As a 
member of an ethics committee, I suspect I would have wanted it to be reported. 
 
Q No doubt as a member of an ethics committee had you been one in 1990 you 
would have made that clear when granting your approval. 
A I think that the ethics committees I have sat on have usually required notification 
of adverse events, yes. 
 
Q Yes, but have they not made that specific when approving the trial or study? 
A Yes. 
 
Q That is why I am suggesting to you that the ultimate arbiters, perhaps in 
conjunction with the health authority, are the ethics committee and they are there to be a 
check and balance on practitioners, to set the standard. 
A It would be delightful if that were the case, but actually the ultimate arbiter has to 
be the investigator him or herself. 
 
Q I can understand that in terms of selection for the trial and ensuring the clinical 
condition of the child is appropriate, but in setting guidelines which are to exist 
throughout the trial surely that is fundamentally the duty of the ethics committee. 
A No.  The duty of the ethics committee is to assess whether the proposal is ethical, 
whether there is a favourable balance of risks and benefits, whether there is a proper 
arrangement in place for obtaining consent.  So it is there to try to protect the 
fundamental rights of potential research participants but it does that in an advisory role.  
Clearly, nowadays we have much more specific rules about the importance of researchers 
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not only gaining advice from a research ethics committee but also following it, but even 
in the absence of coherent research ethics committee advice, say, 20 years ago, there was 
still a fundamental duty on the investigator to ensure that he or she had fulfilled those 
ethical principles. 
 
Q Let us look at what was happening on the ground.  Page 216, please, entitled 
“Information for consent”.   
A I am sorry, is this under tab 2? 
 
Q It should be within the extract from your chapter 8.  Dr Nicholson, I have to 
remind you that these doctors are to be judged by the standards of the time and what you 
say here is: 
 

“The investigator must seek to gain the consent of the parents or 
guardian of the child”. 
 

A I am sorry, I am not on the correct page. 
 
Q 216, information for consent.  I am sorry, apparently we have not copied it for 
you. 
 
MS SULLIVAN:  Page 54 at the top.  
 
MR FORDE:  We have got it, you copied it for us, thank you.  It is a little hard to see. Do 
you have that within the bundle?  
A I have got my own copy.  
 
Q Then you said this: 
 

“The word must is used quite deliberately: … voluntary and 
informed consent is mandatory to turn what would otherwise be a 
trespass and in some cases an assault into a legally sanctioned act.” 
 

then you say the matter must be emphasised.  You go on to say:  
 
“…some researchers in the United Kingdom do not inform parents 
that such procedures are being carried out on their children and do 
not seek their consent.” 
 

 Then you go on to how that has been dealt with and you deal with the very 
real difficulties that are faced, 217, top of the page, sentence beginning: 

 
“That some paediatric investigators, with the approval of their 
Research Ethics Committees, have dispensed with the obtaining of 
informed consent for research procedures is understandable in view 
of the very real difficulties that are faced.  These are greatest in the 
field of neonatal medicine since procedures, to be of any value, often 
need to be started within a few hours or even minutes of birth.”  
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That was what you were saying in 1986?  
A Yes.  
 
Q Do you stand by that?  
A That was the statement of what was actually happening but I do not think it is a 
situation that we were then approving of. 
 
Q You describe it as understandable in view of the very real difficulties that are 
faced.  Why include that phrase if you did not have some sympathy for clinicians in this 
situation?  
A  I think we did have sympathy for clinicians in that situation but we then went on 
to provide further guidance and over the page at the bottom of page 218: 
 

“The working group considered at length whether there were 
occasions when investigators would be justified in dispensing with 
parental consent.  It concluded that the occasions on which an 
investigator would so be justified were extremely rare.”  

 
Q Yes, but you are not discounting it as a possibility altogether, are you?  
A No, but we are saying that occasions would be extremely rare.  
 
Q Then I think we can recognise your writing style because if you read on: 
 

“It recognised the requirement for consent might sometimes make a 
research project much more difficult to carry out, but was concerned 
that investigators should not develop an inflated sense of 
importance...”  

 
that is a phrase very close to that which you had to apologise to Dr Southall for, is it not?  
A  

“…importance of their research in comparison with their duties to 
protect the autonomy both of child subjects and their parents”,  

 
and this is wording that was approved by the whole working party.  
 
Q But it is your chapter?  
A I wrote this chapter but, yes, it was hacked about by members of the working 
party in the process.  
 
Q But it is indicative, is it not, of your stance and your viewpoint.  You see your role 
as reigning in over enthusiastic, as you would put it pejoratively,  experimentation upon 
neonates?  That is where you come from in all of this, is it not, Dr Nicholson?  
A If in the process one is not, as I say, in this sentence reaching a proper balance 
with the duties to protect the autonomy both of child subjects and their parents.  
 
Q That is not an answer to my question but we can move on.  We know there were 
changes to the trial protocol and again would you defer to Dr Stimmler in terms of his 
evidence as to the clinical necessity for certainly the introduction of surfactant; he said it 
would be unethical not to treat these children in the same way as others who were 
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receiving assistance via the relevant drug with their ventilation? 
A I would defer to him but I would also agree that surfactant needed to be used.  
 
Q The next issue that I wanted to ask you unless you are feeling you need a break.  
Are you happy to carry on?  
A I would be grateful for a five minute break if that is possible? 
  
MR FORDE:  Let us have a break because I am about to move on to consent.  
  
THE CHAIRMAN:  Is five minutes enough, Dr Nicholson?  
A Five minutes will be enough.  
 
THE CHAIRMAN:  We will say twenty past twelve. 

 
(The panel adjourned for a short time) 

 
MR FORDE:  Thank you, sir.  Dr Nicholson, consent.  Again we have heard from  
Dr Stimmler about the realities of taking consent in these circumstances and you appeared 
to have touched upon it in your book in the passage I just read to you; the understandable 
difficulties.  Again would you accept that he is the better person to help this Panel as to 
the clinical  component in relation to consent?  
A Yes.  
 
Q As this trial ran for 43 months as long, as long as the Panel are satisfied that they 
have seen a reasonable sample of doctors give evidence on behalf of the GMC, the 
numbers are not really the issue that you make them?  
A Sorry, I am not following you.  
 
Q Dr Raine you are happy with because he was a dedicated paid research doctor 
taking most of the consent other than when he was away on holiday or ill.  You said that 
is a good system?  
A Yes.  
 
Q You have, I suggest, in your biased way read the word “investigator” in your 
evidence-in-chief in the singular suggesting that it is mandatory in every trial for only the 
investigator, in other words in this case Dr Spencer, to take consent?  
A I do not believe that I have.  
 
Q We can take the Panel to the passages if need be.  You were very keen to 
emphasise the use of the word “investigator” singular in some of the papers that you have 
written.  I just want to ask you this: do you accept the realities of the situation were that 
Dr Spencer could not be on-call 24 hours a day, seven days a week consenting parents for 
this trial?  
A I accept that reality but I would also question whether it was not possible to have a 
similar sort of arrangement to that at Queen Charlotte's.  One of the duties in various of 
the guidelines I have produced on investigators is to make sure that they have the 
necessary facilities to undertake the research in the very best possible way.  
 
Q There is absolutely no evidence, is there, that you have read that any of the 
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doctors who have given evidence before this Panel were unable to take consent from 
parents?  We have a form, I think, for every single child in the trial, a consent form.  
A Yes, but there is an enormous amount of empirical research which shows that that 
does not necessarily mean that the consent was obtained in the most appropriate manner 
and some of the research shows actually almost quite extraordinary, there is one paper 
that showed that when you actually time how long clinicians or researchers spend in 
trying to obtain consent and then ask them afterwards how long they spent on average 
they overestimate the time by a factor of nine.  
 
Q But again equally as you conceded there are numerous papers which suggest that 
parents in this situation do not retain the information given to them however carefully it 
has been done.  Do you accept that?  
A Therefore the corollary is that one has to make arrangements to ensure that the 
information is given on several occasions.  
 
Q Dr Nicholson, I know you find this very, very difficult to make appropriate 
concessions and it is something I shall highlight when I come to address your evidence 
but this Panel decide this case on evidence.  Not on speculation.  Not on papers that have 
not been provided to them.  All the evidence that you have read suggests that all the 
doctors who have given evidence thus far in this case were trained and felt themselves 
adequately trained to take appropriate consent.  Would you agree?  
A I would agree with that, yes.  
 
Q Thank you.  So there is no evidence that you have read that suggests that the 
clinicians in this case were not adequately trained, is there?  
A No.  
 
Q So far as the clinicians were concerned, there not having been a single problem in 
North Staffordshire with the neck seal of the sort that occurred in Queen Charlotte's, they 
had seen no evidence of CNEP causing harm at the time they made their application.  Do 
you accept that?  
A You are making a rather general statement about harm.  It depends--- 
 
Q Tell me what harm then, Dr Nicholson, you have identified that was known to  
Dr Spencer in 1990 that he should have alerted patients to?  
A One of the potential harms surely was the difficulty of maintaining temperature.  
 
Q Never materialised as we have heard from Colin Morgan.  We also heard it was a 
difficulty in all neonates whether treated in a standard fashion or in CNEP.  Next 
difficulty, please, that you have identified?  
A Can I ask again for the question to be repeated, the original question? 
  
Q You seem to have a problem with the clinician who made the application 
indicating in the parental information sheet which properly accompanied that application 
that CNEP had been shown to be safe.  That is a charge that Dr Spencer faces.  I am 
asking you to help us with any contemporaneous evidence, and the application was made 
in 1989, not your after acquired knowledge, anything at the time that you say should have 
alerted him to the fact that CNEP was not safe?  
A I would suggest that the problems that had already been identified with CNEP 
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remained risks.  It may be that in the event they did not come to pass but they were 
nevertheless risks.  It was known that one might have problems with the neck seal.  It was 
known that one might have problems with maintaining temperature.  It was known that 
access to infants might be in some way prejudiced or more difficult.  It seems to me that 
although steps were being taken to address all these issues they nevertheless remained 
risks and risks therefore which should be communicated both to the Ethics Committee 
and to parents.  
 
Q Let us identify each of those in turn, shall we?  You know that the paper that was 
written by Southall and Samuels indicated in terms that the previous difficulties had been 
largely eliminated because of the redesign of the CNEP tank.  Yes?  That is what the 
paper said?  
A Yes.  
 
Q You also know from the evidence of Dr Livera, which you tell us you have read, 
that she had experience of CNEP out with the trial, 28, 29, 30 week babies?  
A Yes.  
Q Never had a problem with any of the things that you have identified: the neck seal 
was looked at carefully; the protocol application had accompanying it some indication as 
to how that was to be dealt with, if not the nursing staff were alerted to the fact that they 
had to use the Spenco gel; the stockinette; check the seal as an observation, a specific 
observation, a nursing observation.  So largely if not entirely eliminated?  
A Possibly eliminated.  
 
Q Never occurred. 
A  The word I used was risk and you cannot eliminate the risk of these things 
happening again.  After all there had to be a completely new protocol within this study at 
an early stage because the temperature control problem had not been adequately dealt 
with so there had to be a new protocol to try to deal with it.  
 
Q That was properly dealt with?  
A Sure but that does not mean there ceased to be a risk.  
 
Q As you have conceded in all neonates there is a temperature problem.  If the child 
is clinically unwell as a result of a temperature problem it is going to be moved out of 
CNEP.  There is no evidence at all that any child’s clinical condition was compromised 
by continuing with CNEP when it should not have been continued?  
A I am afraid you are making a post hoc argument.  The issue is what an Ethics 
Committee or the parents need to be told on the information sheet and if there is a risk 
that those things may happen then they need to be told about it.  What you are saying is 
that it is fine because it did not actually happen in the event.  That is very different.  The 
Research Ethics Committee’s duty is to assess the risks against the potential benefits and 
those risks remained.  
 
Q I respectfully disagree with you.  The neck seal problem had been dealt with and 
was going to be closely monitored.  That was not a risk that the clinician told us he felt 
should have been informed to the Ethics Committee.  Yours is a counsel of perfection,  
I suggest. 
A If it had been dealt with why did it need close monitoring?  
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Q Because that is good clinical practice.  That is like saying if the heart rate is good 
we never put an electrode on.   
A But you say the problem had been sorted out.  
 
Q Yes, largely sorted.  
A Largely sorted.  
 
Q Even your own book counsels against worrying parents unnecessarily.  It was 
accepted by Dr Livera and I think Dr Morgan that there are other methods of monitoring, 
mandatory methods of monitoring which can cause a skin lesion such as an electrode and 
there is no warning giving.  There is no consent sought from parents in those 
circumstances.  Are you suggesting it should be?  
A I would imagine that that is one of the sorts of things that nurses in particular 
would discuss with parents.  Maybe doctors do not have to get specific consent to putting 
on one of those routine monitors but I am sure that in the dynamic department you have 
been describing that is something that nurses would discuss with parents.  
 
Q I know it is a long time since you have been in clinical practice but are you 
seriously asking this Panel to accept that if you have got a neonate who is suffering some 
kind of cardiac arrhythmia which needs checking and mother is still down on the ward, 
that a signed or verbal consent will be taken before conducting basic monitoring? 
A I did not suggest that at all. 
 
Q It sounded as if you were? 
A No. 
 
Q Accessed prejudiced:  no evidence that ever materialised but just tell me how you 
say access if prejudiced in a way that affects the clinical condition of the child such that 
the parent should have been informed? 
A Because that was something that came out of the papers that were adduced at one 
point as evidence in favour of the safety of CNEP. 
 
Q So where is your evidence that any difficulty with access, either materialised or 
caused clinical harm? 
A I have no specific evidence, no.  I was mentioning this as one of the potential 
risks.  This had been something that had been found in previous studies of the use of 
negative pressure ventilators and therefore it was potentially a risk.  It is mentioned not 
only in those papers but elsewhere in the documents. 
 
Q What I am not understanding – the difficulty with access, any decent clinician, if 
that is prejudicing clinical care, is going to deal with that? 
A Yes, I would hope they would. 
 
Q They are not going to allow difficult access to prejudice the care of the child? 
A Hopefully not, but if the access is more difficult than it is with standard 
ventilation then there could be a problem. 
 
Q This is all very hypothetical but I am just asking you about the realities.  No 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D30/42 

Transcribe UK 
VRS Ltd 

01889 270708 
 

clinician is going to stand by with a child in a CNEP tank and say “I’ve got a difficulty of 
access here but the trial will continue regardless of the child’s clinical condition”, are 
they? 
A I would hope to. 
 
Q So in the real world it is not a risk that is ever going to materialise to the detriment 
of the patient, would you agree? 
A It was a risk that had been noted in previous studies of negative pressure 
ventilators and therefore I would suggest that the risk remains. 
 
Q Are you also suggesting – because, again, I have to suggest to you this is a 
counsel of perfection – that that negligible risk and unrealistic risk (as I put it to you) has 
to be in the patient information sheet? 
A Probably not in the patient information sheet. 
 
Q It is a job for the nurses, is it, to chat to the parents about? 
A It could be, but I do not think – I am merely saying in this case this is something 
which I would expect the research ethics committee to be aware of. 
 
Q The temperature was monitored in any event, as is often the case with neonates, so 
that is not something which is going to add to the detriment of any child in the trial, is it? 
 Temperatures are very carefully monitored in neonatal units, regardless of the trial? 
A There were some problems in the earlier stages of this trial with temperature and 
maintenance, so a different protocol had to be put in place. 
 
Q And that was quite proper, that the protocol was put in place? 
A Yes, but the risk of poor temperature control actually eventuated in the early part 
of this study. 
 
Q And it was dealt with? 
A And it was dealt with.  It does not remove the risk. 
 
Q Can I then just deal with the application itself, because I think you were behind 
the criticism of paragraphs 12 and 13, and it is behind tab 1 in file 1, page 4 – do you 
have that? 
A I do. 
 
Q We have a charge facing this doctor – and, again, I remind you it is supposed to 
found serious professional misconduct – that the application inaccurately described the 
procedures that would be applied to each patient.  My understanding of your criticism 
here is that as well as dealing with CNEP the application deals with near infrared 
spectroscopy and intracranial pressure monitoring and the use of Doppler.  Can we just 
understand this?  Are you suggesting that in getting approval for up to four techniques but 
only undertaking initially one and then the second represents some culpable failure? 
A The headline to the paragraph says “Describe the exact procedures which will be 
applied to each patient”.  If these were not applied as part of the study then one has failed 
to answer that question and one has not answered what procedures actually were going to 
be applied to each patient and has put in three things which never happened.  So one does 
expect some accuracy in filling in the application form for a research ethics committee. 
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Q You maintain this, do you, as a serious criticism of this form?  I just want to know 
where you see it in the scale of culpability, Dr Nicholson? 
A I do not see it as fantastically culpable but nevertheless if it is not designed to 
mislead then it is just sloppy. 
 
Q Sloppy but there is no evidence, is there, that it was designed to mislead? 
A I have not seen any evidence of why it was there at all. 
 
Q Let us just investigate that because we heard from Kate Palmer that the near 
infrared spectroscopy was only going to be done when a baby was stable.  Do you 
remember reading that as part of her evidence? 
A But I thought it was as part of a separate study. 
 
Q Ultimately it was the subject of a separate study and a separate application – you 
are aware of that? 
A Yes. 
 
Q But you would have clinicians, would you not, on the ethics committee? 
A I would hope so. 
 
Q Do you think that they would understand and appreciate that if any aspect of the 
procedure was contraindicated by the child’s clinical condition it would not be 
undertaken? 
A One does not need to be a clinician to understand that. 
 
Q So the problem actually might be in the question seeking the description rather 
than in the answer? 
A It might be, but nevertheless the question is there and one would expect it to be 
answered with a degree of precision. 
 
Q It should be “Describe the exact procedures which may be applied to each 
patient”; if it said that you would not have a difficulty, would you? 
A The problem is it says “which will be applied” and what we do not have are any of 
the procedures which will be applied to each patient. 
 
Q We do not also have any minutes of any meetings – this might have been queried, 
for all you know? 
A It might have been, yes. 
 
Q There may have been a chat in a corridor, for all you know? 
A It is quite possible. 
 
Q Because Mrs Cannings told us that that is what was happening in 1989/90 – the 
chairman would decide whether things had to go back to the full ethics committee? 
A Yes, but remember this is the basic application.  This is not to do with 
modifications or adverse events or things happening during the research, this is before 
you even started and there would be an expectation of an accurate answer. 
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Q Are you aware of the realities of the situation?  The intracranial pressure 
monitoring was not done because they could not get the probe to work – are you aware of 
that? 
A I think I had read that somewhere, yes. 
 
Q And the Doppler ultrasound only involved really using the same ultrasonic 
techniques as the head scans.  There is nothing invasive about it, is there, using Doppler? 
A No. 
 
Q The near infrared, again, was not invasive? 
A No. 
 
Q I think your criticism is that it may have involved a little more handling of the 
child and the sticky rings on the side of the head? 
A It could have done but my main concern is whether this is an accurate answer to 
what the ethics committee was asking for. 
 
Q As I understood it, that was your criticism which founded the criticism you had in 
relation to 13.  Your evidence-in-chief was that the use of the double sticky-sided rings 
could be argued to involve more instrumentation (if you want to categorise it as 
instrumentation) than standard ventilation.  I believe that is what you told Ms Sullivan? 
A I do not believe I was referring only to the double-sided sticky rings. 
 
Q Do you regard the use of double-sided sticky rings as the use of instrumentation? 
A They facilitate the use of an instrument, the spectroscopy probe. 
 
Q That is a lot less potentially damaging and invasive than positive pressure 
ventilation involving intubation into the lungs, is it not? 
A It should be. 
 
Q The final topic, the one we began with, effectively, which is your attitude to these 
doctors and these proceedings.  Miss O’Rourke has cross-examined you at length on this 
from the perspective of Dr Southall and I would like to ask you some questions from the 
perspective of Dr Spencer.  You have been fiercely critical of this trial for the best part of 
a decade, have you not? 
A Critical certainly; whether fiercely would be a matter of opinion. 
 
Q We are still mystified on this side of the room as to how you, particularly given 
your ethical background, could possibly think you were an appropriately independent 
expert in terms of your evidence.  Did it never occur to you that having written on the 
subject in pejorative terms, having given interviews to the press and the media in 
pejorative terms and having criticised North Staffordshire and by implication these 
clinicians, that you simply could not be an independent expert? 
A I still believe that since I have not been running a campaign, as was suggested 
earlier, and had only occasionally made comments, and most of those at least seven years 
ago, I felt that my knowledge of research ethics at that time was an independent 
knowledge that could help the Panel. 
 
Q Did you understand that your duty was not to Mr and Mrs Henshall but to this 
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Panel? 
A Yes. 
 
Q Just imagine the tables were turned.  We, as lawyers, are always concerned about 
the appearance of bias and lack of independence.  Did you understand that you may, from 
the doctors’ perspective, appear to approach this from an extremely biased perspective? 
A I may appear to approach it from a biased perspective; I would not say extremely 
biased. 
 
Q Did it never occur to you, given your general understanding and appreciation of 
ethics, that even the risk of that appearance meant that you had to disqualify yourself? 
A I did not think that the risk was great enough to require disqualification. 
 
Q Did you not think from an ethical standpoint that any risk that you might be 
perceived as biased was sufficient for you to say to Eversheds “I simply cannot be seen to 
give expert evidence against these three clinicians”? 
A I did not think the risk of being seen to be biased was high enough for that, no. 
 
Q Do you now appreciate that that is indeed the case? 
A I think that is for others to judge. 
 
Q I am asking you.  From your ethical standpoint, do you accept that your lengthy 
involvement with CNEP and the Henshalls, your publications in your own Bulletin of 
Medical Ethics and your press writings would cause sufficient concern now for you not to 
be seen and perceived as independent? 
A As I say, I still believe that I can give independent evidence of value to the Panel. 
 
Q I think you apologised to Dr Southall on about four or five occasions when you 
last gave your evidence.  Do you think somebody who has been constrained to make such 
apologies can be perceived as independent? 
A I still think it is possible, yes. 
 
Q But difficult? 
A But difficult, certainly. 
 
Q Can I just, to explore this topic with you, ask you to look at one article, which is 
appendix 5, which we have recopied for the Panel.  It is the article which is entitled 
“Culture of Subterfuge”.  Do you have that? 
A Yes, but not in a good copy. 
 
Q We can supply you one, I am sure.  “The North Staffordshire baby deaths scandal 
highlights the need for tighter scrutiny of medical ethics” – do you see that? 
A Yes. 
 
Q That is pretty pejorative, is it not? 
A But not something that I wrote. 
 
Q “Says Richard Nicholson”? 
A That is a headline put on for me by the subeditor. 
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Q I am interested in that answer because when you gave your evidence last week 
you were asked about the fact that you could not be subjected to any disciplinary 
proceedings as you are no longer on the Register.  Do you recall Miss O’Rourke asking 
you about that? 
A I do. 
 
Q You told the Panel, D28/2 just below letter G: 
  

“I do not keep accurate records of everything to whom I have 
spoken, but certainly I do work for the media, yes.” 
 

Do you recall giving that answer? 
A Yes. 
 
Q Then, perhaps more importantly, you were being asked about regulation because 
if this Panel conclude that you have either given evidence outside of your expertise or 
given evidence in an unfair way, had you been on the Register you might be facing a 
charge of brining the profession into disrepute or behaving inappropriately.  You 
understand that, do you not? 
A Yes. 
 
Q That can no longer be done.  Day 28/5, you were asked about not having a 
professional body by Miss O’Rourke at letter E, and then she put this to you: 
 

“What it means as well is that there is no body that regulates your 
conduct.  You can frankly do what you like, say what you like, go on 
the TV, write what you like, come and give evidence here as you 
like and there will be nobody to regulate your conduct.  Is that not 
right?” 
 

Your answer was this: 
 

“So, one goes to self-regulation but one has to be extremely careful. 
 It makes one a great deal more careful in how one writes and what 
one says and the situations within which one says anything at all.” 
 

That is the answer that you gave.  So you are hyper-vigilant is what you are telling this 
Panel in terms of anything that is associated with your name because you appreciate that 
you are not subject to regulation.  Is that right? 
A Not entirely, because I have also accepted long ago that if one is trying to ensure 
more discussion of medical ethics within the media that one has to accept that editors and 
sub editors will sometimes put headlines and put in other material in articles that you 
might not agree with, but there is actually no way in the long term which you can prevent 
that happening.   
 
Q You say you are interested in stimulating debate which is, I quite understand, part 
of your motivation, but you said last week and you said again today that you are also 
interested in providing support to parents in this situation.  That is D28/41B: 
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“I was providing support to the Henshalls.  People in their position 
have, and particularly back in the 1990s had very few people to 
whom they could turn for help and presumably having got my name 
from the media, there were people in a whole variety of different 
situations, patients who were having problems who at various times 
in the last 20 years have rung me up and all I can do usually is listen 
to them and provide support in that way and maybe make some 
suggestions about how they can hope to deal with their problem.” 
 

So that is another part of your role as far as you are concerned. 
A An infrequent part, yes. 
 
Q So you are an adviser to those who have complaints about the medical profession 
and a supporter in the right circumstances. 
A I listen to them which is all that one can often do. 
 
Q As Miss O’Rourke has explored, and I am not going to go back over old ground, 
you have done a great deal more than simply listen.  You have gone into print on several 
occasions and you have said some fairly pejorative things about the CNEP trial, have you 
not? 
A Yes. 
 
Q When you have gone to lecture, as we saw from Mr Benning’s letter, you have 
grouped it, whether deliberately or inadvertently, with some of the worst medical 
atrocities that have ever been reported. 
A There was certainly no deliberate grouping there and I have to say that I am pretty 
uncertain about the veracity of that letter.  I feel that it was completely over egging what I 
would have said at that training day. 
 
Q But you do give in your lectures and have given CNEP as an example of a badly 
run trial. 
A I have used CNEP as an example of the difficulties of getting consent. 
 
Q Sympathetically from the doctors’ perspective or critically or both? 
A Both. 
 
Q What have you said in your talks about the difficulties facing these doctors then in 
order to give some balance to your views? 
A I have discussed it as we discussed in the Institute of Medical Ethics report about 
the difficulties when one needs to get consent at short notice and I have also discussed it 
from the point of view of needing to have patient and parent information sheets that fully 
cover the requirements that the Royal College of Physicians and others have laid down 
for such information sheets. 
 
Q Just have a look at this article with me for a moment.  First of all, you say: 
 

“‘Babies twice as likely to be brain damaged by experimental 
ventilator’ could have been the headline last week on stories about a 
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government inquiry into clinical trials in North Staffordshire”. 
 

Your words or the sub editors? 
A I imagine they are probably my words.  I would have to go back to my records. 
 
Q You know now, do you not, it is no part of the General Medical Council’s case 
against these doctors that CNEP caused brain damage? 
A I know that now, yes. 
 
Q But you were nevertheless with your medical background and your experience of 
medicine prepared to make that causal link. 
A At that time, yes. 
 
Q You are not a neuroradiologist? 
A No. 
 
Q You did not have the scans of either Patient 6 or Patient 7? 
A No. 
 
Q But you are still prepared to make that link which suggests positive harm of the 
most serious kind to neonates. 
A At that time, yes, I was willing to. 
 
Q Do you now regret writing in such hysterical terms? 
A I now accept that that is wrong. 
 
Q Thank you.  Then let us see what you said about North Staffordshire, including 
my client who was working there at the time: 
 

“The response of the North Staffs NHS Trust to the second inquiry is 
curious.  It claims it holds consent forms for all 244 infants includes 
in the trial and that those who received [CNEP] … did as well as 
infants ventilated by conventional means”. 
 

You then, as has been explored, venture into statistics.  Why did you doubt the claim, as 
you put it, of a National Health Service Trust, that they held consent forms for all the 
infants in the trial?  Why were you casting doubt upon that assertion? 
A Because at that time I understood that some parents were claiming that they had 
never signed a consent form and that therefore there would be some doubt as to whether 
the Trust would hold consent forms for all the infants in the trial. 
 
Q Do you really believe that an NHS Trust, publicly funded body, would place into 
the public domain that assertion if they were not 100% sure it was correct? 
A I think it is perfectly possible for that to happen. 
 
Q Where is the balance then?  “The Trust say they have got the consent forms but 
some parents do not recall signing them. This is a recognised phenomenon at times of 
stress”.  How about something along those lines?  Would that have been a fairer way of 
writing this? 
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A It could have been.  On the evidence I had at the time this seemed a reasonable 
way of writing it. 
 
Q What it actually involved was a wholesale acceptance of the assertions of Mr and 
Mrs Henshall, uncritical acceptance. Do you accept that? 
A Not uncritical, no.  I talked to them on one or two occasions and I suppose I 
trusted them, yes. 
 
Q Do you feel you have been duped? 
A No. 
 
Q Do you feel you have been used by the media? 
A To a small extent probably I have been, yes. 
 
Q If we go down the left hand column: 
 

“From a parent’s perspective, the assurance by North Staffs NHS 
Trust that CNEP babies did as well as controls does not ring true.  
Moreover, the claim that all parents signed consent forms does not 
explain why, after six months, the GMC inquiry still has not had 
access to those forms”. 
 

Do you understand now that that appears to lend support to a conspiracy theory maybe 
suggestive of the fact that the delay in getting the consent forms to the GMC is because 
they are busily being written? 
A I do not think in a normal reading of that that I was suggesting in any way that 
they were busily being written, no. 
 
Q Why mention the fact that it has taken more than six months for the forms to be 
got to the GMC if you are not suggesting something nefarious is going on? 
A Basically it is almost a statement of fact.  Why had the GMC inquiry not had 
access to those forms?  I certainly am not suggesting they were being written, but I 
suppose one might ask the question whether they did all exist and whether the Trust had 
actually found them all. 
 
Q Did you ring up the Trust and say, “I have been asked to produce a piece on the 
North Staffordshire baby death scandal, I understand you have said you have got the 
forms, can you confirm to me in the interests of investigative journalism that you have 
got them”? 
A No, I did not. 
 
Q I think your excuse for not getting the other side of the story is pressure of time. 
That is what you told the Panel last week. 
A I would think that was the most likely reason, yes. 
 
Q It is not the most ethical standpoint, is it? 
A Not the most ethical, no. 
 
Q You go on to suggest, having dealt with another unrelated trial that I suggest is 
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part of your general smear of North Staffordshire this at the bottom of the third column: 
 

“Ignoring informed consent, and deceiving parents, should be 
prevented by having a research ethics committee review all 
proposals for research on people”. 
 

Again, do you understand that the suggestion that underlies that appears to be that North 
Staffordshire, including my client who has worked there at all material times, were 
involved in the business of ignoring informed consent and deceiving parents? 
A No.  I think this can actually be read as a criticism of the research ethics 
committee. 
 
Q Under “Culture of subterfuge.  The North Staffordshire baby deaths scandal 
highlights the need for tighter scrutiny of medical ethics”. That is directed, you tell us, at 
the Research Ethics Committee rather than the practitioners? 
A I think that particular section was intended to be a criticism of the Research Ethics 
Committee and I would remind you I did not put the title on this. 
 
Q Do you understand and appreciate the damage you have done to Dr Spencer’s 
professional reputation? 
A I am not sure whether I have done any damage to his professional reputation. 
 
Q Again, I am not going to take you to it in any detail but do you recall Miss 
O’Rourke cross-examining you upon a section of your bulletin asking what it took to get 
doctors suspended? 
A I remember. 
 
Q You seemed to concede to her that that was an inappropriate comment for you to 
make as regards Dr Southall.  Do you recall that? 
A I recall that, yes. 
 
Q Would you like to extend the same apology to Dr Spencer? 
A If it was inappropriate for Dr Southall then it was inappropriate for Drs Spencer 
and Samuels. 
 
Q Finally, do you still maintain in the light of that previous answer that you are a 
properly independent expert assisting this Panel? 
A I believe that in discussing what the ethical requirements were 20 years ago I have 
that independent expertise. 
 
MR FORDE:  Thank you, Dr Nicholson. 
 
MR FOSTER:  Sir, I shall not be momentary, I shall not be very long, but perhaps this is 
an appropriate moment to break. 
 
THE CHAIRMAN:  I think it probably would be and I am going to suggest that we 
curtail the break to half an hour, if that is agreeable with everybody, so we will come 
back at 25 to two.  Thank you for that indication, Mr Foster. 
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(The Panel adjourned for lunch) 
 

THE CHAIRMAN:   Welcome back, everybody.  Mr Foster? 
 

 
 

Cross-examined by MR FOSTER 
 

Q Dr Nicholson, I have had placed in front of you a small bundle of papers.  The 
first page is from Social Science in Medicine 1997. The title is:  “Making sense of 
randomization”.  Can you see that? 
A Yes. 
 
Q Ms Sullivan has a copy of this bundle as well and so do my learned friends on this 
side of the room.  I do not propose, sir, to trouble you with this at this stage.  There are 
only a small number of extracts.  Of course, the Panel is very welcome to see it if it would 
be helpful, but I do not think it is necessary at the moment.  Dr Nicholson, there is a vast 
body of literature, is there not, which  supports the proposition that however diligent 
consent takers and the patient informers are patients often do not understand fully what 
they are consenting to? 
A I think the question of whether they understand what they are consenting to is 
very much a function of how diligent the practitioners have been.  If they think that the 
sort of standard paradigm of just a written information sheet plus one brief conversation 
is adequate for obtaining consent then in most circumstances that is not and I would not 
regard that as any longer a diligent attempt to obtain consent. 
 
Q Just to make your view clear, you consider, do you, that the mere fact that a 
patient is not able perhaps years after a consultation to give a detailed account of what 
they were told necessarily means that the consent taking and the information given was 
inadequate? 
A It does not necessarily mean that.  It may mean that it was inadequate but in other 
situations certainly people may have just forgotten. 
 
Q Do you agree that both common sense and the literature support the proposition 
that perfectly properly obtained consent is often consent which the patient later does not 
remember the contents of? 
A It depends what you mean by “perfectly properly obtained consent”, whether, as I 
say, this is just the sort of routine that seems to be acceptable in British medicine of a 
sheet of paper and one brief discussion or whether it is a process which takes account of 
the empirical evidence that you have referred to and does rather more than that in any one 
of a number of different ways. 
 
Q Are you at least aware that going back a large number of years there is a good deal 
of literature which deals with the subject of how much people retain? 
A Oh yes and I think the literature on this field is now very extensive, at least 500 
papers, I would suggest. 
 
Q It is and you are familiar  no doubt with the main papers in that area. 
A I have read most of them at one time or another.  I have not necessarily read all of 
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them recently. 
 
Q I do not imagine that any of the papers which I am going to put to you will be 
tremendously surprising then.  Let us look at the first one.  Social Science in Medicine 
1997: 
 

“Making sense of randomization; responses of parents of critically 
ill babies to random allocation of treatment in a clinical trial”. 
 

Perhaps I can just read from the abstract to start with: 
 

“Randomized controlled trials are widely accepted by the scientific 
community as the most rigorous way of evaluating interventions in 
health care.  Although their central feature, random allocation of 
treatment, is generally seen as methodologically appropriate, its 
application has caused much debate amongst health professionals 
and ethicists.  This papers describes the views of parents who 
consented that their critically ill newborn baby should be enrolled in 
a neonatal trial.  In-depth interviews were used to determine their 
responses to the trial and randomization.  The nature of the trial was 
often poorly understood.  The random basis of the allocation of 
treatment and the rationale behind this approach were also 
problematic issues.  Some parents did not perceive a random element 
in the process at all.  These findings advance understanding of the 
perceptions of trial participants and raise important issues for those 
concerned with [randomized control trials]”. 
 

Are you familiar with this paper?  
A I have not read it recently but I have read it in the past, yes.  
 
Q Perhaps we could go to page 5 of the bundle which is page 1341 of that paper. 
The right-hand column we can see this italicised heading, “What was parents’ 
understanding of the trial?”  Do you see that?  
A Yes.  
 
Q Let us pick it up seven sentences down “It was important to clarify”, do you have 
that?  
A Yes.  
 
Q  

“It was important o clarify as far as possible what parents felt they 
had agreed to when they consented to the trial.  At times this was 
problematic as they did not necessarily hold a constant and coherent 
model of the trial or randomisation.  This was partly due to gaps in 
knowledge and partly to specific beliefs which made fitting together 
the larger picture of the trial quite difficult.  Some parents gave 
seemingly appropriate descriptions of the trial but further 
examination highlighted errors of confusion.  Whilst all used or 
responded to terms such as ‘random’ and ‘randomisation’ as if they 
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were familiar, the interviews often revealed puzzlement and some 
idiosyncratic interpretations of events.  Some parents talked about 
the trial in contradictory ways, presenting allocation as random at 
one point and non-random at another.  This highlights the need to 
assess understanding as far as possible rather than simply recall of 
terminology or basic information.  For most parents it was probably 
the first time they were asked to consider their responses in such 
detail and to piece together so many aspects of the trial.”  

 
That summarises, does it not, the experience of many researchers who looked at parental 
recollection of consenting particularly in circumstances like this where you are dealing 
with critically ill neonates?  
A Yes.  I think one needs to be aware that there are a number of different clinicians 
involved in informing parents; that there were different information leaflets used and that 
clinicians were left to expand on the written information as they felt appropriate.  So there 
was no monitoring of what actually was said between clinicians and parents.  
 
Q Presumably following through the logic which you have deployed now for many 
years and throughout this hearing you would want the trial investigators involved in all of 
the trials reported here to be reported to the General Medical Council for serious 
professional misconduct because there are some parents who did not fully understand 
things?  
A I am not suggesting that that is necessary because some parents have failed to 
understand.  I mean it is a question of whether the best possible effort has been put into 
trying to obtain informed consent.  
 
Q So you would accept that mere fact the General Medical Council can put into 
witness box parents who have not got an absolutely crystal clear picture of what went on 
does not mean that the people involved in running this trial are guilty of serious 
professional misconduct in so far as it is for you to judge that? 
  
MS SULLIVAN:  That is not for him to judge.  
A That is not for me to judge.  
  
MR FOSTER:  You see, you did judge which is why all of the doctors who are sitting on 
this side of the room are sitting here than rather than working away in neonatal units.  It is 
your fault and Henshalls’ fault they are here because you think that the fact that some 
parents did not get a full picture indicates there was improper training.  Do you want to 
apologise for your part in bringing them here?  
A I am really slightly perplexed as to whether I could possibly have such an effect.   
I mean, I have already been told while sitting here that my Bulletin is of no consequence 
to the medical profession so, therefore, I find it difficult to understand why the GMC 
would take any notice of what I say and to accuses me of being the person responsible for 
these three doctors being in the dock really seems slightly over the top.  
 
Q Go a little bit further in that bundle.  You will see a couple of papers further on at 
page 43 in the bottom right-hand corner a paper entitled “Neonatal research: the parental 
perspective.”  Do you see that?  From the are “Archives of Disease in Childhood.”  Do 
you have that?  
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A I have it, yes.  
 
Q The objectives were as we can see at the top: 
 

“To investigate the recollections of parents consenting for their 
infants to be research subjects and determine there views about the 
need for consent.  
Subjects: parents of 154 sick newborn infants enrolled in a 
randomisation trial in the early neonatal period.  All parents had 
given written consent and received printed information.” 
 

So far so good.  So they have all had what they were supposed to have.  Go 
down to the conclusions: 
 

“A significant proportion of parents who give written consent for a 
trial in the early neonatal period do not later remember having done 
so.  Parents who have had experience of neonatal research would be 
unhappy for their baby to be enrolled in a study that had Ethics 
Committee approval without their consent being obtained”?  
 

A I am not sure where you are reading?  
 
Q This is the conclusions in the abstract.  Have you got that?  So a significant 
proportion of parents who gave the written consent in relation to which consenting there 
was found to be no problem did not realise that they had enrolled their child for a trial.  
Does that surprise you?  
A I would want to know how information was given to them and how the consent 
was obtained.  You have presumably read this paper recently so what actually was made 
available?  
 
Q You can see the patients and methods just as I can on page 43, the left-hand 
column.  199 infants entered into a randomised controlled trial of pulmonary function 
testing.  In all vases the parents were given a printed information sheet and a detailed 
verbal description of the trial by a single individual.  Have you got that?  
A Yes, so just one description and this is at a time when already there is plentiful 
advice that with such a study starting on the first day of life, a neonatal study that one 
should be using other methods apart from just one description in advance to ensure that 
people understand.  Where is the evidence in this one that anybody went back afterwards 
to carry on discussing?  They refer to the Euricon study in the introductory paragraph.  
This is part of the advice of that European wide study that one should regard consent as 
process not something that happens at one point in time.  
 
Q If you have to enrol children, as happened in this case, the CNEP trial, within four 
hours of birth how in your experience is it possible to continue the process of consent 
taking and information before enrolment in the trial itself?  
A This is something that usually people are going to discuss with the Research 
Ethics Committee and nowadays one might expect that the Research Ethics Committee 
would say you are not going to be able to obtain fully informed consent beforehand if you 
have got do in the first hour or two after birth.  What you need is to make absolutely 
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certain by providing basic information at that time that there is no serious parental 
objections to their child being part of the study.  
 
Q Which is what was done---  
A But then you need to go back to them quite usually more than once at a time when 
they are better able to assess the information to discover whether they still wish to give 
their consent.  If they do not then their child should be withdrawn from the study.  If they 
do then you need further to get consent to use the data that you have already collected 
before the second time that you talk them.  
 
Q Just look, will you, at “Patients and methods”.  This is a trial which is conducted 
so far as consent taking is concerned entirely according to Richard Nicholson’s canons of 
consent taking.  The parents have been given a printed information sheet.  No questions 
about that.  They have been given a detailed verbal description of the trial.  No doubt 
about that.  Also they have been given it by a single individual, it is a Joe Raine type 
situation and still a significant proportion do not understand.  Does that not begin to 
suggest to you that the Richard Nicholson canons of consent taking in the real world are 
hopelessly unrealistic as guarantors of parental understanding?  
A No, because I have just explained to you that if your nowadays best practice 
would be to regard the obtaining of consent as process, not as something that happens at 
one point in time when you have had one verbal explanation and one printed information 
sheet.  
 
Q Have you read all the evidence which has been given in the course of this 
hearing?  
A I have now read most of it, yes.  Whether absolutely every word I am not sure.  
 
Q You will be aware, therefore, that there was uncontradicted evidence given that 
there was a good deal of continued discussion about what the CNEP trial involved 
between parents and clinicians, between parents and nurses.  Exactly what you are 
advocating here?  
A Certainly there were one or two examples given of that.  
 
Q Let us go to page 44.  Here is the discussion which helpfully summarises what the 
literature says.  Let us pick it up under discussion one paragraph down: 
 

“Snowdon et al  interviewed the parents of 21 infants who were 
enrolled in the UK ECMO trial.  All 21 infants had survived. Some 
parents were not aware their baby was in a trial.  Only 12 out of 21 
were aware of the random nature of the treatment allocation.  In the 
Euricon study 5 of 200 parents could not remember giving consent.  
In the immediate period after their infant’s admission to a neonatal 
unit parents remember little of what is said to them by medical and 
nursing staff.  It is clear that even when written consent is obtained 
and the process is supported by printed information an appreciable 
number of parents will not remember this later and this could lead to 
considerable distress or mistrust.  This problem should be addressed 
proactively by researchers”?  
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A  
“Consent is a process that must be maintained over time.”  

 
Q So if this is being acknowledged in a major journal in 2004, which is the date of 
this paper, how can it possibly be said with a straight face that researchers in 1989 and 
1990 through to 1992 who arranged for consent to be taken according to the details on 
page 43 can possibly be at fault?  
A It depends on how much you believe that researchers are themselves responsible 
for understanding where thinking has got to in the field of research ethics because 
certainly I believe that several of the guidelines that I have provided suggest that by 1989 
already people were thinking in terms that the sort of standard paradigm of one bit of 
written information, one discussion with a researcher was not going to be adequate and 
that there was already by then a certain amount of empirical evidence showing that that 
was the case.  
 
Q But still in 2004 and to date there are clarion calls in the major literature saying 
that parental understanding has to be guaranteed by more than what the standard practice 
in 2004 entails?  
A Earlier today I was reminded that I had said at one point that clinical research 
evidence tends to take eight to ten years to get into clinical practice and that evidence 
about ethical issues takes a great deal longer.  I would suggest that this is merely an 
example of that that you are pointing out.  
 
Q Right.  How can you possibly criticise this doctors in the back end of the 1980s, 
the beginning of the 1990s for not complying with standards which are not complied with 
even in the mid-2000s?  
A As I say, it is a question of how much you expect doctors to be aware of the 
ethical basis upon which they undertake clinical research, whether they are expected just 
to go along with whatever their colleagues, who may have no training in medical ethics, 
have decided is reasonable, or whether they are expected to have some ideas of what the 
fundamental principles of research ethics are.  
 
Q Dr Morgan when he was questioned, D8/26, was asked: 
 

“Q I think you are able, are you, to confirm that in this way, that 
you may well be asked questions which you have been asked before, 
maybe days before by parents, which you have answered, but they 
do not appear to have taken in the information that you gave at the 
time? 
A That is very common.  In fact, when I speak to parents I often 
say “Don’t worry about asking all the same questions again” – this is 
not specifically about clinical trials, this is about clinical care.  It is 
quite common for us to have to answer the same questions several 
times because people’s ability to retain and understand what has 
been said is limited.” 

 
In your admittedly limited experience of consent taking in clinical situations is that your 
experience too?  
A It is my experience, yes.  
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Q Would you think that Dr Morgan was culpable in failing to take consent from 
parents in such a way that they did not understand and had to be told things again a 
couple of days later?  
A No, because that is a very common experience, that many parents, particularly if 
asked for consent at that point a few hours after their baby has been born, are going to 
have real problems and therefore it is essential that one goes back to them as many times 
as necessary to ensure that they do understand what is going on.  
Q You spoke a moment ago about the gulf which exists between what actually 
happens in clinical practice and what you say the various guidelines which you referred to 
indicate should be done.  Yes?  
A Yes.  
 
Q Essentially you appear to think that Sidaway was wrongly decided, do you not?  
A I think you will have to expand on that.  
 
Q I will.  Sidaway of course is the key case about the standard by which doctors 
consent taking is to be judged.  Yes?  
A Yes.  
 
Q In it the House of Lords adopted the Bolam test for determining whether doctors 
had taken consent in an appropriate way.  Yes?  
A Not a Bolam test unmodified.  They made clear that there were certain levels of 
risk, or certain probabilities of major adverse events which required to be told to the 
patient regardless of whether other clinicians would or would not do so.  
 
Q The ratio of Sidaway is much discussed and there are some nuances in it which 
need not trouble this Panel.  That was the gist of it, was it not?  You judge clinicians’ 
consent taking by the standard which responsible clinicians expect.  So---  
A I am not sure that that was the gist of it.  
 
Q So somebody consent taking will not be regarded as negligent if it was done in a 
way which would be endorsed by a responsible body of medical opinion in the medical 
specialty?  
A Provided that you made patients aware of significant risks.  Surely that was part of 
the judgement.  
 
Q Do you remember that you were asked about this by Miss O'Rourke last week, 
this is day 28, page 50?  
A I do not have it in front of me.  
 
Q I will read the passage out to you, this is against letter B on page 50:  
 

“Q The standard as the House of Lords set down in the Sidaway 
case - because you made reference to it in your evidence - in fact is 
the standard applicable to clinicians because it is clinicians that take 
consent.  Yes?  
A Yes, correct.”  
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Do you want to qualify that answer now?  
A I thought the standard of Sidaway included a requirement that severe risks needed 
to be disclosed rather than that it was just a reiteration of Bolam.  
 
Q Let us clear up this red herring of significant risk.  You are not suggesting here, 
are you, on the basis of any evidence that you have seen that there were serious risks of 
the sort which Sidaway suggested had whatever a clinician’s to be disclosed to patients?  
A I think that some people would certainly regard it as important to make parents 
aware of the potential for an adverse outcome from their infant regardless of whether that 
was an effect of the research or not, because otherwise you have the risk of parents 
assuming that if their infant dies that that must be the result of the research.  So it would 
be prudent, I suspect, in a study like this, to make clear to parents that some of their 
infants are simply not going to survive. 
 
Q Mr Forde took you very carefully, before the short adjournment, through the 
factors about CNEP which might possibly be relevant to whether it could be adjudged at 
the time to be safe.  You are not seriously saying, are you, that any of those issues were 
such that regardless of the Bolam test it was mandatory to tell parents of the risks? 
A It is a question of whether you are using the word “mandatory” to mean a legal or 
an ethical requirement.  The ethical requirement is for openness to make potential 
research subjects aware of the sorts of things that may happen during the course of their 
involvement in a research project.  The legal requirement may not be so great and there 
can well be a difference between them. 
 
Q Let us go on with the citation from your evidence the other day.  Miss O’Rourke 
said this to you: 
 

“If you have read the case, you will be aware that you are judged by 
the standard of the other clinicians, effectively on a Bolam test, and 
therefore it is a question of what clinicians would consider to be 
material risks and you are judged by the standard of your peers.  
Yes?  
A Yes, but I am also aware that there is ever increasing criticism 
of the Bolam standard and that other jurisdictions have moved away 
from it precisely because you can get into trouble if you have too 
overall an application of the Bolam test, because if you have bad 
practices going on which responsible non-clinicians would regard as 
unacceptable, you could nevertheless have them approved because 
you could always find other professional people to support you.  So 
there has to be some limit to the application of the Bolam principle.” 
 

Is there anything in your answer to Miss O’Rourke which I have just read out that you 
would now wish to withdraw or qualify? 
A I do not think so. 
 
Q So the Bolam test applies to the issue of consent, as you accepted there, but you 
do not like it and have pointed to other jurisdictions where the Bolam test does not apply, 
or does not apply in its full English rigor? 
A I am merely saying that the Bolam test is now perceived to have some limitations. 
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 Other jurisdictions have gone further than we have in rejecting it. 
 
Q I wonder if we are quite close here to the heart of your support for this case.  It 
cannot be seriously contended – it was not contended by Dr Stimmler – that anything that 
was done by these clinicians which would not be endorsed by a responsible body of 
clinicians in the relevant specialty at the time.  In marches Dr Richard Nicholson to say 
“Oh well, despite the fact that no clinician can be found to condemn these doctors I am 
going to do it because a different standard applies in the ethical world.  These guidelines 
which I have referred to arguably say that things should have been done in a different 
way and that, regardless of Siddaway, regardless of Bolam, is the test by which the doctor 
should be judged”.  That is near the mark, is it not? 
A That is your view, yes. 
 
Q Is it right? 
A No, I do not think so.  I think I have been asked to look at the guidelines and the 
ethical basis of doing research 20 years ago and to the best of my ability I have done that. 
 
Q Necessarily inherent in Dr Stimmler’s exculpation of these doctors is a 
consideration of the doctor’s ethical obligations.  You disagree with his exculpation of 
them, apparently, and that can only be on the basis that you think that the Bolam test 
should not apply and that your guidelines should in some way trump what a responsible 
body of clinicians in the relevant speciality say – yes? 
A Two points:  (1) I seem to recall Dr Stimmler denying that he had any expertise in 
ethics; (2) since the Bolam test has come under criticism I think it is worth asking the 
question whether it should apply invariably, particularly in cases where ethical thinking 
seems to be going before what the average responsible doctor thinks is appropriate. 
 
Q So Dr Richard Nicholson is in the vanguard, the rest of the medical and legal 
world is trailing behind; maybe we will catch up with your enlightened view of things 
some time in the future and at that time the doctors will be condemned but not now.  That 
is the position, is it not? 
A No, not at all.  I am presenting a variety of different guidelines and a variety of 
different…which arise out of discussion amongst hundreds of different people around this 
country and around Europe which suggest that even in 1989/90 those people expected a 
higher standard than was then in practice.  It is not just me, I just happen to be a person 
who remembers something of what was going on then and has the documents to hand. 
 
Q Would you write a report condemning Dr Stimmler for his endorsement of these 
clinicians? 
A What would be the purpose? 
 
Q According to you, if Dr Stimmler supports what these clinicians have done 
Dr Stimmler himself is guilty of unethical practice and deserves the censure of the 
General Medical Council? 
A I think that is totally different – two different matters.  One is not saying anything 
about his practice. 
 
Q Presumably he told us what he regarded as acceptable and non-acceptable practice 
on the basis of what his practice actually is.  If that is right then presumably you would 
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denounce him, in the same way that you have denounced these doctors? 
A Except that he made clear that he had not actually undertaken or designed clinical 
trials himself, so his practice was slightly to one side of what we are discussing here. 
 
Q Is it your understanding, from your limited experience of neonatal practice, that 
written consent is taken before a child is intubated for IPPV? 
A No. 
 
Q Should it be? 
A No, because almost invariably IPPV is going to be instituted as a matter of 
urgency and one relies on the doctor’s duty to do the best that he or she can for the patient 
in front of him or her at that time and that if there is not time for getting consent you get 
on and do what is necessary. 
 
Q Applying the principles that you have just been applying, the process of 
continuing consent should mean in that circumstance that there is later, when there is 
more leisure to take it, a detailed explanation to the parents of the very significant risks 
associated with the invasive business of endotracheal intubation – yes? 
A There certainly should be some discussion, yes, but whether it has to be 
exhaustive… You are still dealing with parents who are not necessarily in a receptive 
frame of mind and therefore certainly to begin with you have got to be pretty careful in 
what things you actually say to them. 
 
Q The risks of endotracheal intubation are very significant, are they not – it can 
include dire things like tracheal stenosis? 
A I gather, but I am not here as a medical expert. 
 
Q Fair enough.  On any view, you would accept that CNEP is a less invasive 
procedure than endotracheal intubation? 
A Yes. 
 
Q Are you aware that a large proportion of the children who are randomised to the 
CNEP side of the trial, particularly if they got very ill, received IPPV as well? 
A Yes. 
 
Q The role of ethics committees.  You have said that not all doctors are ethical 
experts and you have quoted Dr Stimmler as saying that he does not know much about 
ethics, presumably in the sense of being aware of the language of medical ethics not 
being familiar with the journals and textbooks and so on.  To say something immensely 
trite, ethics committees are supposed to know more about ethics than the average doctor, 
are they not? 
A Amongst their membership one would hope that there would be at least one or 
two people who have some decent understanding of ethics, yes. 
 
Q So if a clinician makes an application to an ethics committee he can, because it is 
an application to an ethics committee, presume that there will be some oversight of his 
proposal by somebody better equipped than the average doctor on the ward as far as 
ethics is concerned? 
A Are we talking about now or are we talking about 1989? 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D30/61 

Transcribe UK 
VRS Ltd 

01889 270708 
 

 
Q I am talking about both times.  Do you think it has changed? 
A I think it has changed, yes, because there is much more training of research ethics 
committee members nowadays so that I think it is much more likely that a doctor could 
safely make that assumption nowadays. 
 
Q But still in 1989 and 1990 ethics committees existed and they existed for precisely 
the purposes for which they now exist – yes? 
A Yes. 
 
Q If an ethics committee does endorse a proposal a doctor is entirely justified in 
saying “The ethical issues which are raised by my research have been addressed”? 
A One would certainly hope so, yes. 
 
Q That, after all, is the point of ethics committees? 
A Yes. 
 
Q Are you aware that the CNEP trial was endorsed not only by the ethics committee 
at Stoke but also by the ethics committees at Hillingdon and Doncaster and Queen 
Charlotte’s? 
A Yes, I was.  At least, I was aware it was at Queen Charlotte’s, I was not aware it 
had actually been through the ethics committees at Hillingdon and Doncaster. 
 
Q Indeed it had. 
A Right. 
 
Q Do you presume that the ethics committees at Hillingdon and at Doncaster and 
Queen Charlotte’s had the wool pulled over their eyes in the way that you seem to be 
implying happened at Stoke? 
A I am not sure that I am implying that the one at Stoke had the wool pulled over its 
eyes.  I am merely suggesting that it could have required a rather higher standard of 
information to be presented to it as a committee and that there should have been more 
information presented to parents on the information sheet so that that information sheet 
would meet the requirements of the Royal College of Physicians that were published on 
9 January 1990. 
 
Q But here is the point, is it not?  None of those ethics committees did require any 
more than they actually had, and since you have just accepted that clinicians were entitled 
to assume that ethical fears were laid to rest by the ethics committee endorsement--- 
A I do not believe I said anything of the sort.  I did not say that ethical issues could 
be laid to rest just because one had ethics committee approval.  I have been saying all 
along that there remains an ethical duty on the individual researcher to make sure that 
what they are doing is ethical. 
 
Q Indeed, but so far as trial design is concerned, so far as the contents of 
documentation to be supplied to the parents is concerned, so far as the consent form is 
concerned, the ethics committee endorsement of those is reassuring to the clinician and 
the clinician is entitled to be reassured about the ethical status of those documents and 
that process – yes? 
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A With caution, yes.  It depends what the clinician knows about the local ethics 
committee.  It was quite clear in those days that there were some ethics committees which 
were known to give researchers an easier ride than others. 
 
Q Are you accusing Hillingdon, Doncaster and Queen Charlotte’s of sloppiness in 
the vetting of applications? 
 
THE LEGAL ASSESSOR:  Mr Foster, you keep asking that but I do not think 
Dr Nicholson has seen the applications to those or the letters which those ethical 
committees sent – and there may be important differences.  There may not, we do not 
know, because it is not in evidence. 
 
MR FOSTER:  Assuming that the application was in more or less identical terms and the 
endorsement of the committee in each case was in more or less identical terms, it would 
follow, would it not, that Hillingdon, Doncaster and Queen Charlotte’s have been sloppy 
in the way that you seem to be implying the ethics committee at Stoke was? 
A One has a difficulty because we know that the application at Queen Charlotte’s 
included a different parent information sheet. 
 
Q The one at Stoke is much more thorough, is it not? 
A It contains slightly more information.  It certainly makes the important point about 
not having to go into the trial and the ability to take one’s infant out of the trial at any 
time. 
 
Q Just turn, if you would, please, to bundle 1 and divider 2 and first of all page 67.  
Do you have that? 
A I do. 
 
Q We are looking there at a page from the Royal College of Physicians Working 
Party on Research Involving Patients, January 1990.  We can see that one of the people 
giving oral evidence, halfway down the page, is Professor R.D.G. Milner from the British 
Paediatric Association.  Do you see that? 
A Yes. 
 
Q If we go to page 241 in the same bundle, this is from the LRC publication “Ethical 
Conduct of Research on Children” December 1991 – do you see that? 
A Yes. 
 
Q We can see on the right-hand side of that page that Professor Milner was one of 
the members of the working party? 
A Yes. 
 
Q Did you know that Professor Milner was one of the referees consulted by the 
Doncaster Research Ethics Committee when it was considering the CNEP trial there? 
A No, I did not.  No. 
 
Q Can I just hand you two letters – again, I do not think the Panel need to see these.  
There is a copy for Ms Sullivan.  (Same handed)  You see there a letter to Professor 
Milner dated 18 April 1991.  It is from the Chairman of the Doncaster Local Research 
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Ethics Committee: 
 

“Our local research ethics committee has received the enclosed 
protocol from one of our local paediatricians, Dr Arrowsmith, who 
has consented to our seeking help in arriving at a decision from 
independent paediatricians.  We hope that you will feel able to spare 
the time to peruse the protocol and would value your comments as to  
 
the ethical issues arising, including the likely value of such a study”. 
 (Document not provided to the shorthand writer) 
 

Would you agree that Professor Milner was admirably placed to comment on the ethical 
issues arising from a study like this, that his endorsement means something? 
A Could you remind me what his position was at that time? Was he President of the 
British Paediatric Association? 
 
Q I do not know the answer to that question, but he was certainly a consultant 
paediatrician at the University of Sheffield Children’s Hospital. 
A I do not know why just giving evidence to the working party on research 
involving patients would --- 
 
Q No, being a member of the working party in 1991 of the MRC Ethical Conduct 
and Research on Children. Does that not give him some status? 
A It certainly would. 
 
Q His endorsement of the Doncaster CNEP trial would appear to mean something, 
would it not? 
A Yes, he appears to have been ---- 
 
MS SULLIVAN:  I am sorry, where do we see about his endorsement of it? 
 
MR FOSTER:  I have handed up the letter asking for the endorsement. Sadly, we do not 
have the documentation which confirms his endorsement, but it is our understanding that 
that was certainly the case.  Assuming that that is the case, his endorsement is significant, 
is it not? 
A Assuming that you have the endorsement then it is likely that particularly in the 
presence of Professor Diamond and Professor Dunstan he would have been subject to 
some pretty intensive legal and ethical discussion of the ethics of research with children 
and I would hope that his endorsement therefore was valuable. 
 
Q The second letter which I handed up is again dated 18 April 1991, again from the 
Chairman of the Doncaster Local Research Ethics Committee, this time to a Professor 
Harris at the University of Leicester School of Medicine in identical terms asking for 
comments on the trial.  Do you know Professor Harris? 
A No. 
 
Q I wonder if you would turn, please, to page 126 in the bundle that we are just 
looking at under divider 2.  Do you have that? 
A 126, yes. 
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Q This is from the RCP guidelines, the President’s statement, final paragraph: 
 

“Local Research Ethics Committees must be the custodians of good 
practice in research.” 
 

Do you agree with that observation? 
A That is certainly something they would hope to be doing, yes. 
 
Q As you said, you would also agree with what follows: 
 

“But this does not absolve an individual doctor from the personal 
responsibility” 
 

associated with the practice of medicine which we would all agree with as well. 
A Yes. 
 
Q Were you aware that the Stoke CNEP trial was endorsed as well by the MRC and 
received an alpha rating? 
A I was so aware, yes. 
 
Q You are aware, I expect, that that involves peer review? 
A Yes. 
 
Q Are you aware that Professor Southall mooted the ideas of the CNEP trial in a 
number of places, at conferences, at lectures and so on before the trial was up and 
running? 
A I was aware, yes. 
 
Q That amounts, does it not, to significant informal peer review of the proposals? 
A Yes. Presumably you are talking about peer review of the science of it. 
 
Q Indeed.  The Paediatrics paper, of course, is a paper in probably the leading 
journal of paediatrics, yes? 
A Certainly one of the leading journals, yes. 
 
Q Rigorously peer reviewed.  The methodology which was involved in the study 
was set out in detail in that paper.  It was not criticised by the peer reviewers nor was it 
criticised in the sometimes vitriolic correspondence columns of paediatrics.  Does that 
indicate anything to you? 
A That it was thought to be good science. 
 
THE CHAIRMAN:   Ms Sullivan? 
 

Re-examined by MS SULLIVAN 
 

Q Dr Nicholson, you will recall that you were asked a little while ago now by Miss 
O’Rourke about the fact that you were no longer on the medical register. 
A Yes. 
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Q What is your understanding of what entitles someone to call themselves a doctor? 
A I had always understood that it was for medical men and women.  It was the fact 
that they had been through medical training and qualified as a doctor. 
 
Q In compiling your report initially in this case did you take into account any 
material relied on by Dr Southall? 
A I am not quite sure what you are meaning.  For instance, in assessing the safety of 
the project I relied on 15 papers which Dr Southall had said that he had relied on for 
showing the safety and effectiveness of negative pressure ventilation. 
 
Q I was just trying to ascertain whether you had taken into account in writing your 
report anything that he relied upon in his defence, so to speak. 
A I had certainly taken account of the paper in BMJ about CNEP, the uncontrolled 
trial. 
 
Q You identified that you thought that the role of the ethics committee was an 
advisory role, but it was still the fundamental duty on an investigator to fulfil ethical 
principles. 
A Yes, I did. 
 
Q So to what aspects of a trial such as the CNEP trial do ethical principles relate? 
A To a whole number of different areas.  Clearly, it is very important that the study 
be well designed so that one has the best possible chance of getting a valid answer from 
it, because as a general rule bad science is likely to lead to bad ethics, because one will be 
exposing participants in the study to risks and discomforts without the possibility of 
benefit.  Part of that good design clearly has to be to take careful assessment of the 
potential risks of the study and to balance those against the benefits and then one has to 
respect the potential participants in the research in a variety of different ways.  Certainly 
in general terms one wishes to ensure that they are allowed to determine what will 
happen, either to their bodies or to the bodies of their children if they are parents  So 
respect for autonomy. 
 
One has an ethical duty to promote the benefit of potential participants due to beneficence 
which also at the same time includes a requirement of first do no harm and then one has 
various duties in justice as a principle that people have a right to be treated fairly and 
equitably, to make sure firstly that you are not using an inappropriate group of potential 
participants, people who may already be subject to a great deal of research or who may be 
some sort of captive population by reason of geography or language and also to make 
sure that there are proper provisions for indemnity in place so that if any of the risks of 
the research do eventuate the person who is damaged is properly looked after. 
 
Q Leaving aside the question of design for a moment, Dr Nicholson, what ethical 
concerns, if any, did you identify in relation to this specific trial? 
A I identified problems, as I saw it, with the way that consent was to be obtained and 
in particular with the patient/parent information sheet.  I felt that there were ethical issues 
in the scoring system.  May I just remind myself? 
 
Q Please do.  (Pause) 
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A I am sorry, I also felt that there was an ethical issue to do with reporting of 
adverse events and any alteration to the protocol and I also felt there were ethical issues 
in how results had been presented in the Paediatrics paper. 
 
Q We will look at some aspects of that, if we may.  As far as the scoring system is 
concerned, what ethical issues did you identify? 
 
MISS O’ROURKE:  I am sorry, I hesitate to interrupt, but I do not know how this comes 
into re-examination.  This was disallowed evidence-in-chief and she was not allowed to 
ask him because the Panel correctly ruled that there was no expertise in this witness to 
deal with it and Ms Sullivan was warned that if she sought to open up scoring on an 
ethical basis there would be a further argument about it and she therefore decided not to 
ask the question in chief. I  for one did not cross-examine it and unless I have fallen 
asleep during the cross-examination of my learned friends today they did not either, so I 
do not know quite how we are getting there in re-examination. 
 
MS SULLIVAN:  It did in fact come up in Miss O’Rourke’s questioning.  I have noted 
down an answer given by Dr Nicholson that the scoring system raised ethical issues.   
 
MISS O’ROURKE:  It may be an answer.  It was not a question I asked and I said “That 
is not for you to say” and he repeatedly himself said, “I have been told I am not meant to 
comment on scoring” and so we moved on.   
 
MS SULLIVAN:  I am certainly not asking him anything in relation to scoring from a 
statistical viewpoint because that has specifically not been allowed. 
 
MISS O'ROURKE:   Sir, you will recall what happened is after your determination on 
whether he could give evidence on scoring Ms Sullivan indicated she had some 
outstanding questions.  We went outside and she showed them to us.  I think your Legal 
Assessor may in part have been involved in it.  One of the questions she showed the three 
of us related to scoring and her asking a question about ethical scoring.  All three of us, as 
I recall it, indicated that if she persisted with that we would raise a further objection and a 
legal argument and ask your Legal Assessor to give you advice on it.   
 
What then happened when Ms Sullivan asked her questions in chief was she decided, 
wisely, in my submission, not to ask that question and so she did not, she stopped short of 
it. We did not need therefore to stand up and make the objection.  I then did not ask him 
any questions about scoring.  Yes, I accept he may well have given an answer, but I 
moved on indicating “It is not for you, it is not your expertise” and, as I say, I do not 
think either of my learned friends unless I slept through it this morning and this afternoon 
raised any questions about scoring, so I do not see how the ethics of scoring arises now in 
re-examination and we go back to where we were last week when we were arguing about 
this gentleman’s evidence and we said the case was never opened on the basis of him 
giving evidence on the ethics of  scoring and we were not going there. 
 
THE LEGAL ASSESSOR:   Quite apart from whether it is re-examination which is a 
different topic, it does raise the question fair and square as to whether the case has been 
dealt with so far and can now be dealt with as raising ethical issues relating to scoring or 
whether the criticism which was opened, I think, was statistical rather than ethical.  I do 
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not know how you are going to put your case on that in the end.  If you want to ask those 
questions then I think there probably will have to be an argument. 
 
MS SULLIVAN:  I will leave that for the moment, I think.  I will just consider that 
matter.  Perhaps we could deal with some further issues in the meantime, Dr Nicholson.  I 
do not think there is any issue that you are giving your opinion about the need to go back 
to the ethics committee in relation to certain issues; for example, adverse events and 
changes to the protocol.  Can I just ask you, please, to look at the guidance that applied at 
the time in 1990, so perhaps we could just go to tab 2 and if we look at page 139, first of 
all.  Just to identify what this is, this is the Guidelines on the Practice of Ethics 
Committees in Medical Research involving Human Subjects which is published by the 
Royal College of Physicians on 9 January 1990.  At page 139, Dr Nicholson, I am 
looking at 7.10 there and also 7.8. Does that make reference to information on adverse 
events being sought? 
A It does indeed, yes.  7.10: 
 

“Applicants should be told in any guidelines or forms issued that 
adverse events should be reported”. 
 

Q Going on to page 141, which is section 8 and relates specifically to “Applications 
to Ethics Committees”, do you have that? 
A I do. 
 
Q “Special considerations” we see there.  8.10. 
A  

“The Committee should be notified immediately of any serious 
adverse events or if the study is terminated prematurely”. 
 

Q Indeed, there is a reference back to 7.8 which we looked at earlier. 
 
MR FORDE:  I hesitate to interrupt, but can it be made clear.  This is guidance, as I 
understand it, published after the application in 1989 but before the approval in February 
1990, so a month or so before, but it is guidance to ethics committees and I am just 
slightly  concerned that the notification in 8.10 which I do accept is there should really be 
seen in the context of 7.8 to 7.10; in other words, the telling of the applicants in relation 
to adverse events which my learned friend quite properly took Dr Nicholson to in 7.10 
has to be expressed in the form of a guideline or form and it seems to me it is in that 
context (I am happy to be corrected) that having been told in your guideline or 
application form that you must inform of adverse events, that you then are required to 
report it, but it seems again to be the onus is on the ethics committee to set the guideline 
rather than the practitioner.  I do not know whether Dr Nicholson wants to comment on 
that. 
 
MS SULLIVAN:  You heard what Mr Forde said, Dr Nicholson. What have you to say 
about that, if anything? 
A Merely that there is a slight difference between them, the two sections.  In 8.10 
this seems to be regarded as a general requirement, not necessarily dependent on 
guidelines or forms, but clearly 8.10 would work better if the requirement in 7.10 were 
met and there was a guideline or form issues. 
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Q If we could turn on to deal with protocol changes if we might.  We see reference 
to them in the European guidance at page 180 which came into operation on 1 July 1991, 
1.4?  
A  

“The Ethics Committee must be informed of all subsequent protocol 
amendments and of serious or unexpected adverse events occurring 
during the trial likely to affect the safety of the subjects or the 
conduct of the trial and should be asked for its opinion if a 
revaluation of the ethical aspects of the trial appears to be called 
for.”  

 
Q Yes.  Then it we could turn onto the Red Book which was also published in 1991, 
I think you thought at about the same time.  So this is the Department of Health Local 
Research Ethics Committees.  Can we look, please, at page 233.  Does that indicate that 
the researcher should be required to notify the Committee in advance of any significant 
proposed deviation from the original protocol?  
A It does.  
 
Q Also goes on to say: 
 

“Reports to the Committee should also be required once the research 
is under way if there are any unusual or unexpected results which 
raise questions about the safety of the trial.” 
 

If a risk became apparent in the course of a trial, we are talking about 1990,  
Dr Nicholson, would you in 1990 have expected that to have been reported to 
the Ethics Committee?  
A I think in 1990 it would depend on the severity of the risk.  Then one 
has to some extent break it down into the probability of an adverse event 
happening and what the seriousness of that adverse event would be. So 
certainly some risks would be serious enough that even in 1990 one would 
expect them to be reported to the Ethics Committee.  
 
Q Yes.  We know in this case of what has been described as an adverse event in 
relation to the neck seal which took place at Queen Charlotte's hospital in London. What 
would your expectation have been in relation to reporting that?  
A I think my expectation is still that that was something that should have been 
reported to the Ethics Committee.  
 
Q Again, just on the question of consent, could we just go back again to page 86 in 
tab 2.  So this is the other Royal College of Physicians research published in January of 
1990 entitled “Research involving patients”.  Do we see here at 7.8 an indication of what 
in general terms is expected for consent to be informed consent in relation to a research 
trial?  
A Yes, we do.  Including the belief by the Royal College of Physicians that it must 
be possible for researchers to achieve adequate understanding on the part of patients of 
the reason for the research and nature of what is intended.  
Q Do we see reference to the fact that some research is complex but that the authors 
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believe it must be possible for researchers to achieve adequate understanding on the part 
of patients of the reason for the research and the nature of what is intended including any 
benefits and hazards before consent can be sought and the patient enrolled?  
A That is right.  
 
Q It is fair to say it goes on to say that: 
 

“There this is probably no single ideal method for establishing that 
consent is based on an adequate level of understanding because 
research can vary so markedly in its circumstances, scale and 
implications.”  

 
You were, in fact, referred by Mr Foster just now to some papers on consent and 
randomisation.  Do you have those to hand, Dr Nicholson?  
A Yes.  
 
Q I am looking, in fact, at the research which starts at page 43 in the bottom  
Right-hand corner?  
A I have it.  
 
Q This is “Neonatal research: a parental perspective” which I think was published in 
2003?  
A 2004.  
  
Q Sorry.  Accepted 2003, was it not?  
A Yes.  
 
Q Concluding that a significant proportion of parents who give written consent for a 
trial in the early neonatal period do not later remember having done so.  I think that is all  
I need to read for these purposes but does the research which was the subject of this 
paper, can we see from the left-hand column on that page that it took place between 
August 1991 and June 1993?  
A That is right.  
 
Q As has already been elicited from you, in all cases here the parents were given a 
printed information sheet and a detailed verbal description of the trial by a single 
individual?  
A Correct.  
 
Q Then if we turn on to page 45 and I am looking at the last paragraph just before 
the acknowledgements and I think this is effectively the discussion at the end of the paper 
and does it indicate that: 
 

“It is debateable whether informed consent is ever obtained in its 
fullest sense but most of the parents felt satisfied that they had been 
adequately informed.  We have not measured the quality of the 
information they were given but rather their satisfaction with it and 
the degree to which they felt that they understood it.” 

Does it then go on to say:  
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“However the facts that about 12% of parents did not remember 
giving consent for their child to participate in a randomisation 
clinical trial and 31% understood little or none of the information 
provided are of major concern to all researchers.  There is a clear 
need for further work involving patient groups looking at ways in 
which the process of participation in clinical trials can be 
improved”?  
 

A Yes.   It does say so state, yes.  
 
Q I wonder if you would mind just looking at this a moment?  You were asked about 
the Doncaster trial and whether there had been acceptance of the proposal in relation to 
that.  I wonder if you could just look at these?  (Same handed)  Because I think it was 
suggested that the trial had been approved in Doncaster.  Were any issues raised in 
relation to the trial by those in Doncaster, those on the Ethics Committee?  
A Yes, it appears that in one of these letters the Chairman of the local Research 
Ethics Committee, Dr Lambert had asked for an opinion from a consultant general and 
vascular surgeon within his own hospital, who I presume may have been a member of the 
Ethics Committee, one of his comments is that it might still be necessary to have written 
consent: 
 

“As far as explanation of the research project is concerned I feel that 
minor adjustment to the wording would make it easily explainable.”  

 
That is dated 1 February 1991.  Then 19 February Dr Lambert, the Chairman, writes to  
Dr Arrowsmith:  
 

“The Ethics Committee has considered your study and would be 
happy to give their approval providing that there is written consent 
by the parents or guardians to their child being involved in the study 
and that there is an appropriately worded information leaflet to 
accompany this.  Perhaps you could let me see these when they are 
available and full approval can then be given.”  

 
Then three months later in May 1991 another letter from Dr Lambert to Dr Arrowsmith, 
the paediatrician: 
 

“Thank you for the proposed parent information and consent form.   
I would suggest two minor alterations as I have pencilled in.  On the 
first line the word ‘standard’ should appear between the word ‘the’ 
and ‘treatment of infants’ and in the middle of the paragraph the 
word ‘would’ should be replaced by ‘may’.  With these alterations 
the Committee is happy to give consent for the study. 
 
We would be interested in hearing the outcome of the study on 
completion or after 12 months whichever is the sooner.”  

 
MS SULLIVAN:  Thank you.  Sir, I have no further questions.  
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THE CHAIRMAN:  It seems we do not have any more questions so that completes your 
evidence and it just remains for me to thank you for your attendance before this hearing.  
Thank you.  
 
MR FORDE:  Just before the witness goes.  I am interested in the last few letters because 
I suspect they emanate from Mrs Henshall.  As complainants, like the GMC,  they have a 
duty of disclosure so if they have any documents which they have gathered under the 
Freedom of Information Act, in particular the application made by Doncaster, and if it is 
in the unused and I have missed it then I am happy to stand corrected but just before this 
witness goes I would quite like to see the form of the Doncaster application because my 
understanding of that which was just read out, which we need to be put in context, is that 
the initial application which was given provisional approval did not have a parent 
information or consent form.  So it may give us some indication of the applicable 
standards at the time.  
 
MS SULLIVAN:  All this material has already been disclosed.  
 
MR FORDE:  I can deal with it tomorrow if need be.  
  
THE CHAIRMAN:  Very well.  Thank you very much indeed.  Given the time pressure 
we will adjourn now and return at 9.30 tomorrow morning.  We will see where we are 
then.  Thank you all very much.  
 

(The Panel adjourned until 9.30 a.m. on Tuesday, 24 June 2008) 
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THE CHAIRMAN:  Good morning, everyone.  Apologies for keeping you all waiting.  
We continue with the case of Dr Spencer, Dr Southall and Dr Samuels.  Is Dr Spencer 
here this morning, Mr Forde?  
  
MR FORDE:  No, sir.  
 
MS SULLIVAN:  Sir, there are just a few more housekeeping matters to attend to.  One 
matter that was raised by Miss O'Rourke was that she wanted Mrs Henshall recalled.  
 
MISS O'ROURKE:  Sir, first I want the Panel to finally have, because I have been asking 
it for some while, the red folder which is there behind.  I would like the Panel to then 
have a look at the red folder and then as a result of having had a look at the red folder I 
would like Mrs Henshall to be recalled to ask her two questions about something in the 
red folder but I need the Panel to look at it first.  
 
THE CHAIRMAN:  Very well.  Do you think that is going to take more than passing it 
around and having a look through?  
 
MISS O'ROURKE:  It is going to take passing it round.  You will have seen most of it 
before.  It is a particular photograph that I want the Panel look at and then I will ask  
Mrs Henshall about the photograph.  
 
THE CHAIRMAN:  So it is photographs you would like us to look at? 
  
MISS O'ROURKE:  One particular photograph.  I can put a yellow sticky on the 
photograph so you can go straight there.  
 
THE CHAIRMAN:  That will save time and then we can sit here and pass it round 
amongst ourselves.  Ms Sullivan, you have no objection to this?  
 
MS SULLIVAN:  No.  (Same handed)  
  
MISS O'ROURKE:  Sir, you have seen the photograph, it is of course in your bundle but 
there was no way of seeing who the individual was when it was in your bundle. Sir, in the 
light of that and I would like Mrs Henshall recalled to ask her two questions about it.  
 
THE CHAIRMAN:  Very well.  We will do that now.  Mrs Henshall, you do not need to 
take the oath again, Mrs Henshall, but you have taken it so you are under oath.  
 

Deborah Millicent HENSHALL recalled 
Further cross-examined by MISS O’ROURKE 

 
Q Mrs Henshall, I think you have seen the photograph in the red book.  We can have 
it passed back to you.  Is that photograph you?  
A I think it is clearly not me.  
 
Q We think it is you, that it is the same nose, it is a lady wearing rings on her right 
hand as well as her left hand and we think that although it is taken shortly after a 
pregnancy and therefore you would have a bit more weight on you it would be more 
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likely than not that it is you given it is somebody with a baby in CNEP who has not got 
intubation and bearing in mind the number of women that would apply to, the size, the 
height of the lady in question but you say it is not you?  
A No.  Which baby would you think this is?  
 
Q Patient 6? 
A The Panel should see a picture of Patient 6 then as opposed to that because it 
clearly is not her.  This is obviously a much lighter baby than mine because it has not got 
the really chubby cheeks that she did very obviously have.  As for this picture of this 
woman I might look more like that now 15 years on but 15 years ago I looked nothing 
like that.  I am really insulted that you should say I was like that but I have got 
photographs.  (The witness laughed)  Sorry, I just think that is so funny.  I have got 
photographs of me actually on the unit with my baby that you can see.  It clearly was not 
me.  There you go.  
 
Q We will have a look at photographs.  I am going to suggest that folder was shown 
to you.  If you look on the front cover it says January 1992.  I am going to suggest that 
folder was shown to you by Claire Newell when she asked you to consent to the entering 
of Patient 6 into CNEP?  
A First of all we have already established there it was not Claire Newell--- 
  
Q We have not.  
A It was not, you know, but the other thing it actually says February ‘92 on here not 
January.  
 
Q February ’92, it was available in December ’92 when Patient 6---  
A You say it is but if this was shown to lots of people in the CNEP all the way 
through the trial from February onwards it is remarkably preserved, is all I can say 
because had I been shown that I might have spent some time flicking through that but, no, 
I have never seen that until you produced it here, only the black and white photocopies 
about seven years later.  
 
MISS O'ROURKE:  Thank you, I have no further questions.  
 

Further re-examined by MS SULLIVAN 
  
Q Mrs Henshall, I think it was suggested that it was you and Patient 6.  Just remind 
us when Patient 6 was born?  
A December ’92. 
 
Q So that photograph, if it were you, would not have been in there in February of 
‘92?  
A No, it would not, no.  If they are trying to say that was my other child then that is 
my other child and she died with the IPPV still in place, a lot smaller than that baby so it 
could not be her either.  Sorry.  
 
MISS O'ROURKE:  We were not suggesting it was Patient 7.  
 
MS SULLIVAN:  Would you like the Panel, Mrs Henshall, to see the photographs of 
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yourself and Patient 6? 
A I would, yes.  
 
MISS O'ROURKE:  Can we see them first? 
  
MS SULLIVAN:  Yes, of course.  Just explain for the record a moment.   
A I will go from the top picture.  The top picture shows just before I went into 
hospital to have Patient 6 so that would be on a normal day, dressed because obviously 
this lady is dressed so that is some time after I have --- supposedly I would have had her.  
It certainly would not have been while I was on the unit because I would have been in 
pyjamas or whatever.  You can see clearly the hands, on the hands of all these pictures, 
that there was only two rings that I wore at the time, that was my engagement ring 
because I was not actually married and my signet ring and the rest I have acquired since.  
Those are actually on the unit, the first two are on the unit themselves with Patient 6 
before we went on home.  The other one was when she was out after a month and that is 
just before I went in and that is a picture I was given of her shortly after her birth.  (Same 
handed to Defence Counsel and Panel)  (Pause)  
 
THE CHAIRMAN:  Miss O'Rourke, the question arises as to whether the photographs 
Mrs Henshall has produced need to be exhibited I think? 
  
MISS O'ROURKE:  Sir, I have no views on that and the other point I make is we have 
only her word for it as to when those photographs were taken, indeed, whether they are 
her with another baby or Patient 6 or anything else.  I do not accept that they have any 
particular significance but it is a matter for someone else what they want to do with them.  
 
THE CHAIRMAN:  Ms Sullivan, do you have any views? 
  
MS SULLIVAN:  Sir, if you are being asked to draw the inference that that is  
Mrs Henshall in the booklet then I think it is probably right, if Mrs Henshall does not 
mind, if you keep those photographs for the time being.  
  
THE CHAIRMAN:  It is for the time being.  
 
MS SULLIVAN:  Yes, I know.  
A If you are worried that is not the baby in question I have photographs of all the 
babies here and none of them look like that so it is up to you.  You can see them if you 
like.  
 
THE CHAIRMAN:  The implication of giving them an exhibit number is that they need 
to be retained if no-one us has any objection to us having regard to them without them 
being formally exhibited?  
 
MS SULLIVAN:  The Panel secretary is very helpfully suggesting that another way of 
dealing with it would be to make colour copies of them and then the originals could be 
returned to Mrs Henshall.  Perhaps that would be a happy compromise?  
THE CHAIRMAN:  Very well.  In which case we will give them the number C18. We 
will have them copied in colour and then the originals can be returned.  
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MS SULLIVAN:  So, sir, unless the Panel have any questions of Mrs Henshall her 
evidence is probably finished? 
 
THE CHAIRMAN:  No, we have no questions.  Thank you very much, Mrs Henshall.   
 

(The witness withdrew)  
 
MR FORDE:  First, a couple of matters I would like to deal with.  I put to Mr Nicholson 
the Griffiths inquiry concluded that the 1975 Department of Health and Social Security 
advice was the relevant advice at the time and he concurred.  I have that copied for you.  I 
think it would be sensible if those copies are distributed.  I have already given copies to 
Ms Sullivan and there should be a copy for her instructing solicitor.  (Same handed to the 
Panel)   
 
THE CHAIRMAN:  D21.  
 
MR FORDE:  Sir, also coming to you will be three letters from the Doncaster Health 
Authority, as well as the form of assent that was used by Doncaster.   
 
THE LEGAL ASSESSOR:  Why are the Doncaster letters admissible, Mr Forde?  They 
are not written by any of the witnesses, they were not sent to any of the witnesses.   
 
MR FORDE:  There is no dispute between us, but these were revealed when the 
Henshalls made a Freedom of Information Act application and this documentation was 
part of the unused material.  I do not think its authorship is seriously in dispute.   
 
Part of the reason I want to refer you to the letter of 1 February 1991 is because you will 
see from yesterday’s transcript that Dr Nicholson, towards the end of his evidence, 
quoted from that letter, and in a way which I shall be suggesting illustrates yet again his 
math of objectivity.  I would like you to have the whole of the letter, rather than the 
excerpt that you have at day 30/17C.   
 
THE LEGAL ASSESSOR:  There is no proper reason for putting in that letter.   
 
MR FORDE:  The only reason the other two need to go in, they are also quoted from.  
You have got this 19 February letter, which is quoted at day 30/70D.  You have got the 
20 May letter, which quoted at day 30/70E.  There was reference made to the two 
alterations that the Doncaster Ethics Committee required to the form of assent, and 
I thought it would be sensible for the Panel to see the manuscript alterations that were 
made and the quality of that document, if you were searching for evidence of the 
standards that others were achieving in 1989/1990, or possibly even somewhat later, 
because it is February 1991.  I just thought it would be of assistance, because this case is 
very old, to see how Doncaster were dealing with consent or assent, as they describe it, 
conspicuous by its absence in this form any indication to the parents that they can 
withdraw from the trial at any stage.  I just thought it might be ---  
 
THE LEGAL ASSESSOR:  I think that is a different reason than ---  
 
MR FORDE:  I do not think Ms Sullivan has any objection.  She may not have heard 
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what I was saying.   
 
MS SULLIVAN:  I have no objection to the documents going in.  Obviously we may well 
say they are relevant for different reasons, but I have no objection to the Panel having the 
documents.   
 
MR FORDE:  I am grateful.  There are four sheets.  I do not know if you want to give 
them one exhibit number.  I think the two letters have been stapled together.  I am happy 
for the consent form or assent form to form part of that small clip and be D22.   
 
THE CHAIRMAN:  We will call it D22 and refer to it as the Doncaster material.   
 
MR FORDE:  Absolutely, sir.  (Same handed to Panel)   
 
MR FORDE:  Again, if you have open and available to you yesterday’s transcript, which 
I know has been helpfully distributed, at day 30/70.   
 
You will see, in re-examination, Ms Sullivan put to the witness questions about the 
Doncaster trial.  At letter B, Dr Nicholson gave an answer about an opinion being sought, 
and he read, as you will see from the first document, 1 February 1991, from:   
 

“As far as explanation of the research project is concerned I feel that 
minor adjustment to the wording would make it easily explainable.  
I feel the study should be given approval.”   

 
What he omitted to read was:   
 

“I have been through the protocol of the above study.  The study is 
very well designed and follows pilot studies showing an initial 
beneficial effect from this technique.  There is also a facility for 
cross over if necessary.  It might still be necessary to have written 
consent.”   

 
The inferences I ask you to draw from that letter is another assertion of safety and 
apparently the omission of written consent.  That is supported by the letter 19 February 
from which this witness also read, letter D:   
 

“The Ethics Committee has considered your study and would be 
happy to give their approval providing that there is written consent 
by the parents or guardians to their child being involved in the study 
and that there is an appropriately worded information leaflet to 
accompany this.  Perhaps you could let me see these when they are 
available and full approval can then be given.”   

 
Again, the implication is application sent without either of the documents that they were 
request in that letter.   
 
Then, as we see on 20 May, the proposed parent information and consent form was sent; 
two minor alterations pencilled in, and then happy to give consent:   
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“We would be interested in hearing the outcome of the Study on 
completion or after twelve months, whichever is the sooner.”   

 
That may be of importance.  You will recall the red book guidance, which may or may 
not have suggested ethics committees get regular reporting was coming into existence in 
1991.  This is a committee who are stipulating that they want reports, something that did 
not apparently happen at Stoke.   
 
Then you have, finally, the document that was sent and you see there is a some 
manuscript alterations.  I think “standard” has been slightly cut off in the photocopying in 
the first line.  I think that should be “the standard treatment” that they make sense of a 
previous letter.  Then, “This would be beneficial because ventilator treatment can 
sometimes cause lung damage,” and change to may - I think it should be “may be 
beneficial.”  As I said, it would be a matter for you as to whether you think this is useful 
to compare and contrast with the Stoke documentation, even the Queen Charlotte’s 
because it does not include, as the guidance relied upon by Dr Nicholson would suggest 
should have been included, any confirmation the fact that a child can be withdrawn from 
the study at any time.  Again, we, on this side of the room, put this forward on the basis it 
is another illustration of the variable standards that existed, even in 1991, and possibly 
corroborative of the evidence given by Mrs Cannings.   
 
MS SULLIVAN:  Sir, I mentioned a few matters of housekeeping.  The first is this:  a 
number of days ago now, I asked Dr Kate Palmer about head scans, and showed her some 
documents in relation to head scans and the CNEP trial.  It was agreed those would be 
copied for you.  They were, but they have never actually been given to you.  I ask that 
they be distributed now, please.  (Same handed to the Panel)  
 
THE CHAIRMAN:  That will be C19.   
 
MS SULLIVAN:  Sir, these documents relate to the need for a scan in relation to babies 
in the trial who died.  The next point is the question of the admission my learned friends 
indicated they would make about the initial doubling of the ultrasound scores.  Sir, the 
position in relation to that is this:  there are 25 patients from North Staffordshire whose 
score sheets are in files 4 and 5, where the ultrasound scores were doubled initially from 
20 to 40.  Those patients were born between 16 April 1991 and 29 April 1992.  I had been 
intending to elicit this through Dr Nicholson, but it was agreed that this would be the 
subject of an admission, and that reflects, in the Council’s submission, what is within 
those files and is supported by the documentation within them.  I hope that is not a 
controversial matter and would ask my learned friends to admit that.   
 
THE CHAIRMAN:  How many patients were there?   
 
MS SULLIVAN:  Twenty-five patients, sir.   
 
MISS O’ROURKE:  Sir, I think on behalf of Dr Southall, all I would admit is this:  there 
are scoring sheets where, clearly, there are errors; you have got them in the bundle.  
Dr Southall was not involved in any of the scoring sheets and did not deal with them.  He 
had a system set up whereby they were scored on the wards and then sent to John 
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Alexander.  What we can say is we have seen scoring sheets and the evidence Richard 
Nicholson could have given you is no more than that.  What we make clear is those were 
not the scoring sheets that were relied upon to enter the data into the trial computer or to 
plot it on the trial graph or, indeed, to be used in writing up in the paper.   
 
Therefore, I make the admission in the sense that there was no need to take Dr Nicholson 
through and say here are 25 sheets and where there appears to be a figure twice, we admit 
that, but I do not admit anything beyond that.   
 
THE CHAIRMAN:  Mr Foster, I think this was something that initially fell from your 
lips, was it not?   
 
MR FOSTER:  I suggested it could be dealt with by way of admission.  For Dr Samuels’ 
part, we are happy to admit that there were errors of a doubling nature which were 
corrected.  Since we have not seen the original scans, we are not able to admit the 
numbers, which Ms Sullivan invite us to admit.  We can make an admission in broad 
terms that on some scoring sheets there was doubling which related to double counting of 
the hemispheres, and I thought that would be enough for Ms Sullivan.   
 
MS SULLIVAN:  That is all I in fact indicated, that it was a doubling.  I am not asking 
for an admission in relation to anything else.   
 
MR FOSTER:  We simply cannot admit, because we have not seen the original scans, the 
numbers of patients involved.  We can admit that that number were apparently corrected 
by John Alexander.  If that is good enough for my learned friend, then I am happy to 
admit that.   
 
THE LEGAL ASSESSOR:  Tedious though it may be, I think perhaps the best way is for 
you to take the Panel through the sheets to identify them.   
 
MISS O’ROURKE:  Sir, it still does not solve Mr Foster’s point.  The point is this, and it 
is the point I made:  yes, I can admit that in the file before you there are 25 sheets where 
there appears to have been a doubling and somebody has then put a line through them and 
corrected them.  As Mr Foster says, that somebody is John Alexander.  That does not 
mean anything as to whether there was in fact a doubling, because we do not have the 
scan reports for those patients.  What we can say is, yes ---  
 
THE LEGAL ASSESSOR:  Ten and ten equals 20.  It is apparent on the sheets that were 
shown during the opening.  That was all that Ms Sullivan ---   
 
MISS O’ROURKE:  Indeed.  If that is all that she is saying, then the answer is there are 
25 sheets that in the file.  She could have taken Dr Nicholson through them and taken an 
hour, but it was not firsthand evidence from him because he had never seen the sheets 
other than as a purported expert.  She could now take us through those sheets.  We admit 
there are sheets with corrections on them; you were given samples of them.   
 
We are prepared to make that admission, that John Alexander corrected those sheets 
presumably on the basis that he thought an error had been made and he was there to catch 
errors before he entered them in the computer.   
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MS SULLIVAN: Yes.  The point is the maximum score, as we have seen, was 20 and 
these were doubled to 40 so there is not a question of needing to see any scan in order to 
make that admission.  
 
MR FOSTER: Well that is right, but our inability to make exactly the admission which 
Ms Sullivan asks for is, as Miss O’Rourke has just pointed out, a difficulty in relation to 
the number of patients.  We can admit without any difficulty that 25 patients’ doubled 
sheets were corrected by John Alexander.  I expect that is all that my learned friend 
wishes us to acknowledge. 
 
What we cannot admit is that John Alexander did the right correction, if you want to put 
it like that.  We all anticipate that he did but the evidence to show that has not been put 
before the Panel.  
 
THE CHAIRMAN:  I do not think you are inviting the admission to go further than  
the fact that there are 25 sheets, which have got double scoring on it and they were 
corrected.  
 
MS SULLIVAN: That is right sir, yes. 
  
THE CHAIRMAN:  But there is no evidence, for the reason which has been indicated, as 
to whether the original figure of 20 or 40 was right based on the ultrasound scan. Indeed 
I doubt whether Mr Alexander would have looked at them in any event.  I mean, who 
knows? 
 
MS SULLIVAN: Who knows in relation to--- 
 
MISS O’ROURKE: Sir, the evidence is, of course, that he would have looked at those 
data sheets, of which you have got examples, because the data sheets were compiled and 
the scoring was done from them and then he checked those data sheets for the 152 
questions in order to check the scores were correct.  
 
THE CHAIRMAN:  Yes.  But the point I am making--- 
  
MISS O’ROURKE: He would not have looked at the scans himself--- 
  
THE CHAIRMAN:  --is Mr Alexander’s handling of the data is only as good as the--- 
  
MISS O’ROURKE: --as the data sheets---  
 
THE CHAIRMAN:  --as the data which was given to him. 
  
MISS O’ROURKE: On those sheets; 152 items on the sheets.  
 
THE CHAIRMAN:  I think what is being suggested is simply an admission that there are 
25 sheets, which have the double scoring on them and they have been corrected but there 
is no basis on which to go behind that and take a view as to whether the scoring was right, 
wrong or whatever.   
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MS SULLIVAN: Exactly right, sir.  The point that is being made is that 20 was the 
maximum and, therefore, whether it was right or wrong to give 20 initially, 40 is not right 
because that was doubling it within the scoring system, which was wrong.  
 
THE CHAIRMAN:  Yes.  The admission is that the correction from 40 back to 20 was 
made by Mr Alexander.  
 
MS SULLIVAN: It would appear to have been, sir, yes.   
  
THE CHAIRMAN:  Yes.  I think everybody is clear as to where we are.  
 
MR FORDE: I probably ought to state my position for the record.  I am happy, on  
Dr Spencer’s behalf, to admit that there are a number of sheets within your papers where 
the scoring appears to have been doubled in relation to head scans.  
 
THE CHAIRMAN:  Thank you very much, Mr Forde.  
 
MS SULLIVAN: Sir, I do not think it is necessary to take you through, given that I do 
now have that admission; you can see for yourselves within files 4 and 5.   
 
Sir, I think the only outstanding matter that I want to deal with before I close the case on 
behalf of the complainants and the Council is this: you may recall that both Drs Samuel 
and Southall did not admit head 1 of the charges that they faced.  Sir, I would not wish 
you to be troubled with considering whether there is a case in relation to that.  
 
THE CHAIRMAN:  Which are you looking at? 
  
MS SULLIVAN: Can I look at Dr Samuels first of all, sir?  I have spoken to Mr Foster 
about this and it seems to me that this can be dealt with very simply by replacing the 
word “and” with “or” so that it would read, “At all materials times you were practising as 
a paediatrician at the Royal Brompton or North Staffordshire Hospitals”. 
  
MR FOSTER: I do not object to that amendment.  
 
THE CHAIRMAN:  Thank you.   
 
THE LEGAL ASSESSOR: I would much prefer it, I think, if you said something such as 
“Practising as a paediatrician (a) at the Royal Brompton until whatever date and (b) from 
then at North Staffordshire”, rather than – it is an unhappy finding or admission that we 
do not know which hospital he was at but it was one or the other. 
 
MISS O’ROURKE: Sir, can I indicate she has not got to from my position but I would 
not be prepared to admit one or other.  The significance is very huge, as far as my client is 
concerned, because I would submitting to you in due course, in respect of heads 2, 6, 7, 8 
and 9 that you have got times that I say my client was not at North Staffs and the 
complaints all relate to reporting matters back to the Ethics Committee of North Staffs so 
I would want it made clear in a head of charge for the avoidance of any doubt, unless this 
matter goes further, the dates at which my client was at North Staffs because that is 
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significant to no less than five heads of charge.  My case is that he was not at North Staffs 
during the time of any of the heads of charge 5, 6, 7, 8 and 9.  Unless the head of charge 
is worded to reflect that I will not be making any admissions and you have had no 
evidence called as to his contract and when he was there and changing it to “or” would 
not be good enough and I will not make an admission to “or”. 
  
MS SULLIVAN: I do not have the exact information as to when these doctors were 
appointed at the respective hospitals so, sir, all I can do is amend it as I have sought to do 
in relation to Dr Samuels to “or” and I would seek to do the same in relation to  
Dr Southall unless I am supplied with any--- 
  
THE LEGAL ASSESSOR: This is exactly the sort of technical matter that even after you 
have closed your case you would probably, without prejudice, get permission to re-open 
and call the evidence.  Cannot a formal wording be agreed?  I had rather hoped that in the 
past six weeks that might have happened? 
  
MS SULLIVAN: So would I. 
   
THE LEGAL ASSESSOR: Is there any chance of… 
  
MISS O’ROURKE: Sir, we have no difficulty. I have put it to goodness knows how many 
witnesses that it was June 1992.  
 
MS SULLIVAN: Well it seems as if I am going to be supplied with the information then 
after all.  
 
THE LEGAL ASSESSOR: Many dates have been given. 
  
MISS O’ROURKE: They have been put to about 10 witnesses.  
 
MS SULLIVAN: Miss O’Rourke just indicated she was not going to make any admission 
but if she--- 
 
MISS O’ROURKE: I was not going to admit the “or” because I want it to be date-specific 
because it is highly significant to no less than six heads of charge.  
 
THE CHAIRMAN:  Perhaps the solution is – it appears and certainly the understanding 
from the way that matters, as Miss O’Rourke says, have been put, the suggestion is that 
July 1992 is the sort of change over date, which is being suggested.  If that is the position 
on which agreement can be reached then head of charge 1 could appropriately be 
amended in the way that is suggested.  Shall we take a break for 10 minutes and see if 
something can be organised within that period?  I think it will be helpful for the Panel, as 
well as for counsel, if the matter could be agreed because Miss O’Rourke has indicated 
she would not be prepared to admit the “or” so that still leaves a potential problem which 
maybe it is not necessary to have.   
 
MS SULLIVAN: Yes, sir. Certainly for my part I would not want to trouble you with 
considering matters such as this.  
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THE CHAIRMAN:  Let us take ten minutes and see if we can get a word. 
 
MR FOSTER: Sir, while you retire can I hand up copies of a skeleton argument, which  
I have produced for submissions which I propose to make?  (Same handed)  
 
While I am on my feet, I think it has already been notified to you by the learned Legal 
Assessor that for personal reasons I will be very grateful if you would excuse me from 
attendance tomorrow.  It would be very helpful, therefore, if you could permit me to make 
submissions foreshadowed in that skeleton argument after Miss O’Rourke today.  
 
THE CHAIRMAN:  That will be fine, Mr Foster.  
 
MR FOSTER: Thank you very much.  
 
THE CHAIRMAN:  What I suggest we do is we will take quarter of an hour now and 
count that as a first morning break.  Presumably when we come back, Miss O’Rourke, 
you will be ready to start your submission so if we take a break now and we will not 
interrupt you until midday or thereabouts.   
 

(The Panel adjourned for a short time) 
 
THE CHAIRMAN:  Welcome back everybody.  Ms Sullivan?  
 
MS SULLIVAN: Sir, I will try again.   
  
THE CHAIRMAN:  Thank you.  
 
MS SULLIVAN: In relation to Dr Southall I think it has now been agreed that it would 
be appropriate to amend the charge so that it reads, “At all material times you were 
practising as a Consultant Paediatrician” and then I think I should just insert “namely” 
there, “namely at the Royal Brompton until June 1992 and thereafter at North 
Staffordshire Hospital” in the singular.  I am going to pause there to ask Miss O’Rourke 
to confirm that she is happy with that. 
  
MISS O’ROURKE: Sir, that is an amendment that I would have no objection to the Panel 
approving because it operates no injustice to this practitioner and if you did make that 
amendment that is a head of charge that Dr Southall would then admit. 
  
THE LEGAL ASSESSOR: The Panel may think that clearly in the interest of justice and 
allow the amendment.  
 
THE CHAIRMAN:  Very well.  With that amendment, no objection and legal advice and 
the Panel indicating, that amendment will be made. 
  
MS SULLIVAN: Sir, so as to have uniformity for Dr Samuels (although Mr Foster was 
not objecting to my earlier suggestion) shall we also amend, in relation to Dr Samuels, so 
that head 1 in relation to Dr Samuels would read, “At all material times you were 
practising as a paediatrician”, insert the word “namely at the Royal Brompton until June 
1992 and thereafter at North Staffordshire Hospital”, in the singular.  I am confident  
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Mr Foster will not object.  
 
MR FOSTER: Perfectly happy with that, sir. 
  
THE LEGAL ASSESSOR: Ditto on the legal advice.  
 
THE CHAIRMAN:  Therefore we agree to that amendment as well.   
 
MS SULLIVAN: Might I invite my learned friends now to admit those heads of charge so 
that you are not troubled with them in your deliberations. 
  
MISS O’ROURKE: Sir, head of charge 1 is now admitted as amended.  
 
THE CHAIRMAN:  Thank you.  For the record, in relation to Dr Southall head of charge 
1 is now recorded as being admitted and, therefore, found proved.  
 
MR FOSTER: Sir, charge 1 is admitted on behalf of Dr Samuels also.  
 
THE CHAIRMAN:  Therefore in Dr Samuels’ case head of charge 1 is admitted and, 
therefore, found proved.  Thank you all very much.   
 
MS SULLIVAN:  Sir, can I now indicate that that is the case on behalf of the General 
Medical Council and the complainants. 
 
THE CHAIRMAN:   Thank you, Ms Sullivan.  Miss O’Rourke? 
 
MISS O’ROURKE:  Yes, sir.  I think it has been agreed that because of my unavailability 
tomorrow I am going to go first. 
 
Sir, I am now about to make a submission to you under Rule 27(1)(e) of your 1988 Rules. 
 Under 27(1)(e) I am entitled at the close of the case against the practitioner to make 
either or both of the following submissions and it falls into two parts:  (i) in respect of any 
or all of the facts alleged and not admitted, that no sufficient evidence has been adduced 
upon which the Committee (for which we now read “Panel”) could find those facts 
proved and (ii) in respect of any charge if the facts have been admitted are insufficient to 
support a finding of serious professional misconduct.   
 
Sir, I do make both submissions.  I make, firstly, the submission in respect of a number of 
heads of charge that the facts alleged, there is no sufficient evidence, indeed in some 
cases it is not just no sufficient evidence, it is simply no evidence, upon which you could 
find those facts proved.  Sir, even in respect of I think now the 2 ½ heads of charge that 
are admitted and found proved, I say those could not support a finding of serious 
professional misconduct, but in addition I say if there are some sub heads of charge in 
respect of which you do not uphold my submission under (i) that even those still left 
open, even if ultimately you could find those proved, they would still fall within the (ii); 
in other words, they could never amount to serious professional misconduct.   
 
Sir, can I start with some preliminary remarks as to how you should deal with this before 
then taking you to the relevant test in Archbold and then taking you to the heads of 
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charge head by head.  Sir, the first point I make is this.  I could make a very narrow and 
technical submission to answer this, because the heads of charge, I say, against Dr 
Southall effectively fall really only into three categories.  One is heads of charge 
effectively 3 to 9 which relate to whether he had a duty to report anything to the Ethics 
Committee and I could deal with that very narrowly indeed.  I could deal with it in fact in 
one line by saying he was not employed at North Staffs at the material time and therefore 
he had no dealings or any duty to deal with the Ethics Committee, end of story.   
 
The second sub group of charges against him effectively relates to head of charge 11, to 
the taking of consent, and again I could deal with that very narrowly as well, because I 
could say for most of the time and for all of the witnesses that you have heard bar one or 
two he was not even at Staffordshire practising as a paediatrician and therefore his role 
has got to be very limited and so there really is not evidence against him that could ever 
satisfy the second limb of the test; in other words, the sufficiently serious to amount to 
serious professional misconduct. 
 
The third effective group relates to the scoring system and I could answer that very easily 
as well and say it is all about the statistician and it is not about him, end of story.   
 
But, sir, I am not going to do that.  If I did I could be ten minutes in my submission to you 
now.  I would not need to look at any of the evidence in the transcripts or indeed to 
remind you of the evidence.  I would say very simply there is none and that there are 
probably only about two pages of the transcript you would need to re-read and that would 
be my cross-examination of Mrs Cannings and you would have the end of the case.  I am 
not going to do that for this reason.  Sir, under your Rules, 27(1), if you accept the 
submission -- and it is 27(1)(f) -- and you determine that it should be upheld and you 
determine it in respect of any of the sub heads of the charge, then you have to, the words 
are “shall”, announce a finding that the practitioner is not guilty of serious professional 
misconduct in respect of the matters to which the charge relates. 
 
Therefore, if you accede to my submission, and obviously I am going to urge strongly 
that you should, then that would be the end of the case for Dr Southall.  It would be the 
final determination in this case.  If that is right and it is the final determination then it has 
consequences, two at least, it seems to me.  The first one is that the determination will be 
looked at by the Council for the Regulation of Healthcare Excellence, because they get 
copies of all determinations of Fitness to Practise Panels and, sir, within 28 days they 
would be looking at and reading your determination and you are probably not unaware 
that my client has a history with that organisation and therefore we are only too conscious 
that they will be looking carefully at any determination by this Fitness to Practise Panel in 
respect of him that terminates this case without requiring him to come and give evidence 
and justify his involvement in this case. 
 
Secondly and perhaps much more importantly in this case, if this is your final 
determination and you uphold the submission and make a finding of not guilty of serious 
professional misconduct, that will be a determination which potentially could be 
challengeable in the Administrative Court by way of judicial review by the Henshalls and 
again, given that they have conducted, I hope I have demonstrated by the cross-
examination and the evidence you have heard, a sustained campaign against David 
Southall in particular rather than just CNEP, using his name at every available 
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opportunity, for the best part of a decade and in those circumstances and seeing that they 
threatened judicial review back in 2000, brought a judicial review in 2004/2005 and 
indeed previously sought a judicial review in respect of the Professional Conduct 
Committee’s findings in the case of Dr Prowse you can have little doubt that it is 
something that at the very least they will consider doing. 
 
So, sir, for those reasons and because there has been a sustained campaign against Dr 
Southall for a long period of time and that you have heard in this inquiry from the 
principal sources of that, the Henshalls by two, and the principal proponent, Dr 
Nicholson, we say it is important that you do not look at this and the question of 
individual heads of charge and the question of whether or not this is insufficient to 
amount to serious professional misconduct in a narrow way, we say you should look at it 
in a much wider way, because you have heard evidence that has gone way beyond the 
heads of charge that technically are listed on the notice of inquiry.   
 
Given the extent of the evidence that you have heard, we invite you to go wider in your 
findings should you accede to my submission that you should feel it is appropriate to 
comment on the evidence and as well given the history of this case, it is now 11 years 
since complaint was made to the General Medical Council, given the abuse arguments 
you heard at the outset of this case and given the delays in this case, and both Mr Forde 
and Mr Foster reminded you at the outset of your continuing duty to consider the question 
of abuse and indeed you were reminded that at the half time stage at the close of the 
prosecution evidence you could revisit that because you would have heard the witnesses, 
you would have heard the evidence, you would have seen the difficulty caused by the 
delay. 
 
Sir, we say that because there has been this campaign, there has been eleven years of this 
complaint hanging over his head, if this is your final determination in the case then you 
should feel free to comment on the unreliability of some of the evidence  you have heard, 
particularly the Henshalls, we say, and you should allow him a setting of the record 
straight after an inquiry into their case, particularly because you would not be going on to 
hear his case and you would be in a position to say that we have looked at everything the 
Henshalls have had to put forward and we have not restricted them. We allowed them to 
give evidence way beyond anything that was in a head of charge and we have allowed 
Mrs Henshall to pass all sorts of notes to Ms Sullivan and ask questions that frankly have 
not been relevant and we say in the circumstances, having had her full inquiry, it is 
appropriate that you comment accordingly and do not restrict yourself to just saying in 
respect of each of these individual heads of charge there is no evidence, but that you can 
go wider and say you have heard other evidence and frankly you did not buy it. 
 
One of the reasons we say that is that if either the Council for the Regulation of 
Healthcare Excellence or the Henshalls try to go to the Administrative Court, the 
Administrative Court judge will not have the benefit that you have had of hearing the 
evidence, of seeing the witnesses, of seeing how they responded to the questions, of 
seeing whether they shifted in their seats, of seeing the expressions on their face and, 
indeed, the delays in answering the questions.  Yes, we have got transcripts but we saw 
last week both with Dr Nicholson and indeed with Professor Hutton that sometimes the 
delay in answering the question is highly significant, the pregnant pause and, sadly, 
shorthand writers do very well but they cannot record every nuance that comes from that. 
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But you have had that benefit and you are going to be in a position to comment on how 
good, credible or consistent witnesses were or what is the significance of their evidence, 
particularly in a case where we are on today Day 32 or 33, you have heard a substantial 
amount of evidence.  
 
Sir, we will invite you to do that if this is to be your final determination and also because 
this is an old rules case where the Henshalls are complainants and because of the tenacity 
of their involvement over a large period of time. 
 
As a consequence, sir, in my submission, you should also look at issues that go behind 
some of these charges, in particular on questions of consent and particularly the Henshall 
consents.  Strictly speaking, on head of charge 11, as it is faced by Dr Southall, you 
would not have to decide anything in respect of whether Mrs Henshall signed the consent 
form for Patient 6 or Mr Henshall signed it for Patient 7 or whether Claire Stanley-
Newell was the person who took consent from Mrs Henshall.  You would not have to deal 
with that, because it is not a question arising and it is not a head of charge, but, sir, in my 
submission, you should decide it and deal with it because the Henshalls are complainants 
in this case because a lot of evidential time was taken up dealing with it, because they are 
the most vociferous of the parents and because of the wide publicity that the case has 
attracted. 
 
Sir, we say that you should comment on the quality of the evidence in this case and if you 
do so, particularly on the Henshalls, you should give reasons in commenting on them.  
Apart from anything else, they have, and it will be my submission, accused these doctors 
of being involved in some sort of conspiracy. They have accused various people of 
forgery. They have accused of notes being forged and they have made various other 
serious charges. They have made them on oath and they have made them in an inquiry 
that has been heard in public and has attracted publicity and, frankly, they have been 
making them for many years in the media, so it must be appropriate for you to comment if 
you have found that evidence to be unreliable or frankly if you find it to be dishonest. 
 
We say the same in fact applies to the experts, that you should not hold back if you feel it 
is appropriate to comment on the expert evidence in this case.  We say it is key, because a 
number of heads of charge, certainly against Dr Southall, do not in fact turn on any or any 
significant factual evidence. They turn on expert evidence.  You have not heard any 
factual evidence from anybody on the North Staffs Ethics Committee. Therefore, the 
evidence that you have heard and upon which you will decide heads of charge 3, 6, 7, 8 
and 9 against Dr Southall can only be expert evidence other than the evidence of Mrs 
Cannings, but the evidence of Mrs Cannings totally exonerates Dr Southall on that.  So if 
there is any evidence that the General Medical Council puts forward to you still, and I 
note that Ms Sullivan has made no concessions on those heads of charge against Dr 
Southall, even allowing for her amendment of head of charge 1 and I had vaguely hoped, 
although I know it was a vague hope, that when she amended head of charge 1 to reflect 
June 1992  that in the light of the evidence of Mrs Cannings she would then have 
indicated heads of charge 3, 6, 7, 8 and 9 against Dr Southall were no longer being 
pursued.  Sadly, that is not the case. 
 
Sir, the position is that apart from the evidence of Mrs Cannings the only possible 
evidence that there can be against Dr Southall on those heads of charge can be expert 
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evidence.  As far as head of charge 11 is concerned, it can really only be expert evidence 
because the allegation against him relates to “your role as a responsible investigator” and 
as far as head of charge 12 is concerned, as far as I am aware the only evidence that Ms 
Sullivan can pray in aid is Professor Hutton, which is expert evidence only, because she 
has called no factual witnesses, unless you say Dr Raine, but if that is the case Dr Raine’s 
evidence on head of charge 12 would be totally supportive of Dr Southall and Ms 
Sullivan would have been having to stand up and concede that that head of charge was 
now inappropriate.   
 
Sir, the position I say is this.  Because of that, because effectively expert evidence is key 
to most of the outstanding heads of charge against Dr Southall and cases turn on it, then 
you should not hold yourself back in commenting on the experts in this case. 
 
Sir, with those preliminary remarks can I now take you to the test that you have got to    
apply before then examining individually what witnesses and what evidence you can rely 
on.  
 
Sir, the test under the old rules is no sufficient evidence.  That as a matter of law means 
no sufficient credible evidence.  Sir, your Legal Assessor can assist you with it. I can 
provide a copy of the page in Archbold should you wish it, I am sure he has it available to 
him in the 2008 edition.  It is page 493, it is paragraph 4-294 and it is the well known 
case of Galbraith which I am sure you at least are well familiar.  Effectively the guidance 
given by the Court of Appeal which reviewed earlier authorities was as follows: 
  

“If there is no evidence that the crime…”, 
 
in this case charge:  
 

“…has been committed there is no difficulty - the judge will stop the 
case.  
 

There are going to be several heads of charge where I will be saying to you 
there is no evidence, that is the end of that.  The court went on to recognise 
that:  

 
“The difficulty arises where there is some evidence but it is of a 
tenuous character, for example, because of inherent weakness or 
vagueness or because it is inconsistent with other evidence.”  

 
Can I highlight that phrase, sir, “…inconsistent with other evidence.”  It is one of the 
problems for Ms Sullivan in this case identified by all of us virtually on day one that she 
was calling two (and I put the words now in inverted commas because you have heard Dr 
Nicholson) “experts” who were potentially inconsistent with each other. That makes it 
very difficult for a prosecutor brining a case; which one are you relying on?  It does not 
just fall into inconsistencies in her expert evidence between Dr Stimmler and Dr 
Nicholson, it also falls into the category of inconsistency in her factual evidence because 
you have heard a number of clinician doctors who took consents and you have heard in 
contrast some parents saying I was not given a leaflet or I do not remember, etcetera.  So 
you have heard all of that as part of the prosecution evidence and so you have to look at 
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whether there is an inherent weakness or vagueness and it is inconsistent with other 
evidence which you prefer.  
 
In Galbraith they go on say: 
 

“Where the judge concludes that the prosecution evidence, taken at 
its highest, is such that a jury properly directed could not properly 
convict, it is his duty, on a submission being made to stop the case.  
Where however the prosecution evidence is such that its strength or 
weakness depends on the view to be taken of a  witness’s reliability, 
or other matters which are generally speaking within the province of 
the jury and where on one possible view of the facts there is 
evidence upon which the jury could properly come to a conclusion 
the defendant is guilty then the judge should allow the matter to be 
tried by the jury.”  

That is a citation Lord Lane as the Chief Justice.  
 
Sir, the difference between and you and a judge is this, a judge would have to be careful 
in withdrawing a case from the jury because ultimately he is not the arbiter of facts.  He 
guides the jury on the law and gives them direction much the way your Legal Assessor 
would to you.  You, on the other hand, as a Panel are the jury as well as the judge.  You 
will be determining the facts and so it is, in fact, possible for you to form views now of 
the reliability of those witnesses and as to whether you prefer the evidence of one to the 
other, or, indeed, whether you find one of those witnesses incredible and incapable of 
belief.  You are able to do that because at this stage you are not, in fact, making the 
findings of fact.  You are simply determining whether, if you heard no more evidence, 
you would be able to say beyond a reasonable doubt that this matter had been proved.  So 
that is the test: if you heard no more evidence; you had just heard these witnesses.  
 
So the question for you is having heard, for example, Mrs Henshall’s evidence are you 
left with reasonable doubt on issues that concern her evidence and these charges, or, 
indeed, same question with the experts?  So the judge at this stage in a criminal case 
needs it to be much clearer before he can accede to the submission but you do not because 
you are entitled now to form views of those witnesses because you will not hear them 
again in the defence case and you are able to refer to the internal inconsistency between 
those witnesses, between parents and clinicians and between Dr Stimmler and Dr 
Nicholson.  We say that inconsistency is a serious problem for Ms Sullivan in this case 
and in respect of the factual evidence and, indeed, the expert evidence.  
 
Just by way of one very extreme example on the question of the factual evidence, you 
have heard the evidence of Claire Newell, Claire Stanley as was.  You have heard her say 
that she was the one who would have consented Mrs Henshall in respect of Patient 6.  
You have heard her say, well, I would not have signed that document where I did unless I 
have given the explanation to the person in front of me identified as Deborah Davies and 
I would not have put my signature on the bottom of that form unless I had had a 
discussion with her.  You have heard Mrs Henshall describe the doctor who she says 
came along to talk to her and took a verbal consent from her and her case, I think, if you 
strip away and read it and re-read it appears to be she does not remember signing a 
document but she remembers some form of oral consent.  You heard her again this 
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morning say we have established it was not Claire Newell.  I do not know where the “we 
have established” comes from because as far as I am concerned the prosecution General 
Medical Council case have established it was Claire Newell.  So you have immediately a 
blatant inconsistency in the prosecution case.   
 
What is Ms Sullivan going to say on that point if asked directly the question: did Claire 
Newell take consent from Deborah Henshall?  She has two completely inconsistent 
witnesses.  She has got Deborah Henshall saying never saw that doctor before.  No, she 
did not take my consent.  She has got Claire Newell saying that is my signature on the 
form.  I would have not have signed the form unless I spoke to the lady in question and 
the lady in question had signed the form and I would have explained to her A, B and C.  
Which piece of that evidence does Ms Sullivan rely on?  There is a classic example of 
inconsistency you have got within the prosecution case.  They cannot be both be right.  
You are going to have to choose.  I say it is easy for you because one of them was a 
competent and careful clinician who gave very clear, cogent evidence; was not cross-
examined or undermined in her evidence and the other one frankly was a liar.  A repeated 
persistent liar.  So it is actually going to be pretty easy for you but perhaps not so easy for 
Ms Sullivan when she comes to make her submission.  
  
Then you have the same on expert evidence.  You have got a clear conflict of evidence 
between Dr Stimmler and Dr Nicholson on a number of heads of charge and, indeed, 
arguably between Professor Hutton and Dr Stimmler on a couple of heads of charge and, 
again, you are going to have to resolve that internal inconsistency in the prosecution case. 
 Again, in my submission, it is actually going to be rather easy for you but pretty difficult 
for Ms Sullivan.  It going to be easy for you because Dr Stimmler fulfilled the duties of 
an expert.  He understood what it meant.  He understood the need to be independent, to be 
objective, not to argue the case and to give you a range of opinion.  Dr Nicholson, as I 
will develop in a few minutes, is an expert in zero.  Nothing.  Not even in Ethics 
Committees will be my submission, so you should not pay any regard to a single word he 
said.  Professor Hutton, very sad that someone so eminent could be so blinkered in her 
approach and I do not think you will have much difficulty in deciding where there are 
conflicts between Dr Stimmler and her whose evidence you should prefer.  
 
Can I just say a few words about expert evidence?  You are probably very familiar with 
expert evidence and, indeed, the duties of experts and expert witness declarations.  You 
will recall that I took Dr Nicholson through various things that he had signed and what is 
now recognised as the standard expert witness declaration and the key duties of an expert 
or expert witness, in my submission, are these: firstly, that they should be independent of 
the parties and Dr Nicholson was not.  Secondly, that they should be objective because 
they are here to assist you, the Panel.  Thirdly, that they should make concessions where 
it is appropriate.  They are not here to be advocates for a cause or to argue a case.  That is 
our job and Ms Sullivan's job.  It is not the job of an expert.  They have to have the 
relevant expertise and to recognise that they should not stray beyond their competence.  I 
will address you in due course in respect of that for Dr Nicholson.  They should not be 
argumentative.  They should be assisting the Panel by developing before you a range the 
views and they should be dealing with evidence and not speculation.  
  
Sir, can I then just come back briefly to Galbraith and the question of taking the 
prosecution case at its highest.  In Archbold at paragraph 4-295 the editors deal with the 
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case of Shippey and again you may have had it quoted to you before.  It is a decision of 
the Court of Criminal Appeal on the question of what does it mean taking the evidence at 
the highest.  What the court said was that it did not mean picking out all the plums and 
leaving the duff behind.  I am sure you have probably heard that phrase cited to you 
before I have had a sneak look at Mr Foster's skeleton and I think he sets the very passage 
out for you making exactly that reference.  
 
So in other words, what you do is assess the evidence and if the evidence of the witness 
upon whom the prosecution case depended is self-contradictory, out of reason, out of all 
common sense then such evidence is tenuous and suffers from inherent weakness.  Sir, it 
is going to be my submission that in respect of the Henshalls’ evidence in particular it 
was self-contradictory, it was out of all reason and all common sense particularly when 
we come to the Zoe/Alison naming story which I will develop in due course; the idea that 
there were psychics at work that night on the ward who were able to correctly guess the 
name of that child and put it all over the notes really defies belief.   
 
So you are entitled in looking at it to the say, well, okay, I can take it at it highest but if it 
is tenuous and it is inherently weak then frankly common sense does not go out of the 
window and I am entitled to make an assessment of it.  In Shippey they went on to  say: 
 

“It is necessary to make an assessment of the evidence as a whole.  It 
is not simply a matter of credibility of individual witnesses or 
evidential inconsistencies, although those matters may play a 
subordinate role.”  

 
Having dealt with the test of sufficiency of evidence can I just very briefly deal with the 
question of serious professional misconduct before going on to deal with the actual 
evidence in this case because is it is the second part of the submission.  It is really now 
very easy thanks to the Court of Appeal in the case of Sir Roy Meadow.  I have not 
copied it because it is a long judgment, I can copy the relevant page but I suspect most of 
you are very familiar with it.  For your Legal Assessor's benefit it is paragraph 198 to 201 
in the judgment of Lord Justice Auld.  Lord Justice Auld, who effectively gave the lead 
judgment in that case said: 
 

“As to what constitutes "serious professional misconduct, there is no 
need for any elaborate rehearsal by this Court of what, on existing 
jurisprudence, was capable of justifying such condemnation…”  
 

and can I highlight that word, please: 
 
“…of a registered medical practitioner under the 1983 Act before its 
… amendment.  
 

He then goes on to deal with the new rules so I do not need to read you that 
part of the passage but he makes it clear that it is inconceivable that there has 
been any lessening of the standard as a result of the 2004 rules.  Then in 
paragraph 200 he says as follows: 

 
“As Lord Clyde noted in Roylance v General Medical Council … 
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"serious professional misconduct" is not statutorily defined and is 
not capable of precise description or delimitation.  It may include not 
only misconduct by a doctor in his clinical practice, but misconduct 
in the exercise, or professed exercise, of his medical calling in other 
contexts, such as that here in the giving of expert medical evidence 
before a court.  As Lord Clyde might have encapsulated his 
discussion of the matter in Roylance v Clyde, it must be linked to the 
practice of medicine or conduct that otherwise brings the profession 
into disrepute, and it must be serious.   
 

Can I highlight that word.  Then he goes on and I say these are the key words 
which you should bear in mind when looking at the second part of rule 
27(1)(e)(ii):  

 
“As to seriousness, Collins J, in Nandi v General Medical Council 
…  rightly emphasised, at paragraph 31 of his judgment, the need to 
give it proper weight, observing that in other contexts it has been 
referred to as “conduct which would be regarded as deplorable by 
fellow practitioners"”. 
 

Can I highlight that word – deplorable.  That is key and crucial.  What we are 
talking about here, and in this one paragraph he has identified two facets of it: 
one, condemnation by the profession, and, two, other practitioners would 
consider it deplorable.  We say that marks for you the level of seriousness that 
you are looking at.  He goes on in paragraph 201 to say:  

  
“It is also common ground that serious professional misconduct for 
this purpose may take the form, not only of acts of bad faith or other 
moral turpitude, but also of incompetence or negligence of a high 
degree. See Preiss…. It may also be professional misconduct where, 
as here, a medical practitioner, purporting to act or speak in such 
expert capacity, goes outside his expertise. Whether it can properly 
be regarded as "serious" professional misconduct, however, must 
depend on the circumstances, including with what intention and/or 
knowledge and understanding he strayed from his expertise, how he 
came to do so, to what possible, foreseeable effect, and what, if any, 
indication or warning he gave to those concerned at the time that he 
was doing so.”  

 
You have there an indication that it is circumstance dependent, but it also appears to be 
intention dependent, so you have to look at that in judging seriousness.   
 
Finally, the other judgment in the majority was given by Thorpe LJ.  He dealt with it in 
paragraph 279 of the judgment, and he cited from the case of Price v The General Dental 
Council, with approval.  In that particular citation that he gave, he said:   
 

“Something more is required than a degree of negligence enough to 
give rise to civil liability, but not calling for the opprobrium that 
inevitably attaches to the disciplinary offence.”   
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Those were the key words.  I have already taken you to condemnation and deplorable 
conduct as viewed by the profession.  There is the example of it.  It is a disciplinary 
offence, and therefore it is something that should merit opprobrium.   
 
Sir, when you look at what may be left of these heads of charge after those that you have 
found there is no sufficient evidence on, you have to say to yourself:  Is this deplorable 
conduct?  Does it deserve condemnation?  Is it something that would be met with by 
opprobrium by others in the profession or indeed by the man on the street?  My 
submission is going to be, in due course, that the answer is no to whatever it is that you 
have left.   
 
Can I come back then to this question of expert evidence and address you on that before 
looking at the individual heads of charge?  Can I make this, by way of a general comment 
to start with:  you may think the problem in this case is frankly the poor quality of the 
experts that have been put before you, that they are either inappropriate experts for the 
case or they, sadly, have not done their homework, or have been asked the right 
questions, or been provided with the right information, or they have been partisan or 
blinkered.   
 
Firstly, can I take Dr Stimmler?  On behalf of Dr Southall, I do recognise Dr Stimmler’s 
expertise as a consultant neonatologist.  I do recognise his expertise as a paediatrician, 
but I say, in fact, he is the wrong expert for most of the charges in this case against David 
Southall.  As I already indicated to you, the charges against David Southall fall into three 
groups.   
 
The first group relate to reporting to the Ethics Committee.  Dr Stimmler, as I will 
develop him, is not going to be able to help you on that.  The second group relate to 
consent procedures for a responsible investigator.  Strictly speaking, Dr Stimmler cannot 
help you with that.  He has not had the role of a responsible investigator at the material 
time, or had to delegate the taking of consent or provide procedures.  The third group 
relates to scoring and Dr Stimmler is not an expert who can help you in that either.  He 
accepted that he had never designed or conducted a randomised control trial like this.  
Full stop.  He accepted what research he did, mostly in the field of paediatric 
endocrinology was in the 70s and, at the latest, into the early 80s.  He accepted he had not 
had any dealings with research ethics committees at the very end of the 1980s or early 
1990s, so he could not comment on the charges.  He therefore effectively ruled himself 
out of being able to deal with heads of charge 6, 7, 8 and 9 as far as Dr Southall is 
concerned.  Indeed, he all but said in his evidence it would depend what the Ethics 
Committee would want and what the requirements were, and he was not able to say what 
they would be or indeed what they would have been in general.   
 
He accepted that he had never designed or conducted a randomised control trial with a 
scoring system and he never designed or devised a scoring system.  Therefore, what help, 
if any, can he give you, what expertise, on heads of charge 12(b) or 12(d)?  In my 
submission, none.  I will develop that more fully when I come to 12(d) and the few things 
he did say about the scoring system.   
 
He had not even done his reading properly on that.  You heard him say in evidence in 
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answer to Mr Forde, who questioned him first, that Dr Spencer had no responsibility for 
scoring, because Dr Spencer had not done the scoring, that he had understood the scoring 
was done by doctors Samuels and Southall, so he had not even understood that, in fact, 
there had been a statistician who had done the scoring.   
 
Now, as I pointed out to him when he said that, he was put in the slightly unfair position 
that he was called to give evidence before Dr Raine and had not had the opportunity to 
see Dr Raine’s evidence and therefore had no had the factual understanding of what had 
happened in this case as far as the scoring was concerned.  Whatever way you take it, he 
did not really understand what had happened, what was the mechanism and how the 
scoring system was devised.  It was clear that he either was not well read or well briefed, 
because of what he understood.   
 
Where he can possibly assist you, and I have to underline the word “possibly,” and it is 
simply because he is all you have got, is as an independent paediatrician or consultant 
neonatologist.  He can possibly, maybe even probably, assist you in issues like clinicians 
taking consent, or how the neonatal ward works, and, therefore, what the timing would be 
of taking consents in cases like this where you have to do it within four hours of birth.   
 
He can certainly help you on clinical charges in respect to Patient 6 and Dr Spencer.  
I have been asked to make clear I am not decrying his expertise on that, not that it affects 
the case against Dr Southall, but from the point of view of Dr Spencer’s case.  We would 
not in any way be attacking Dr Stimmler’s expertise on mattes like hypoxia.  He is 
certainly confident to talk to about that and to talk to you about neonatology.   
 
What we say is he can give you limited, if any, assistance on the charges that Dr Southall 
faces.  He can give you limited assistance on CNEP because he had only seen it once, you 
heard him say and, ironically, it was with Dr Southall bringing the tank there.  As a 
neonatologist or a paediatrician, he is able to read and understand the literature, so he can 
give you some assistance on that.  He can talk to you about the concepts of ventilation.  
He can talk to you about safety issues to that extent, and he can comment to you in the 
way that he did on bronchiolitis and the use of CNEP and bronchiolitis.   
 
Although we are not accepting he is the right expert for this case, indeed, in fact, we are 
saying he was the wrong expert for this case to assist you on the actual issues that you 
needed because of the narrowness and focus of the charge.  We do not attack his 
independence.  Indeed, we say he demonstrated it.  We do not attack his objectivity.  
Again, we say he demonstrated it.  We say he did understand the duties of an expert, to 
make concessions where appropriate, and to consider and advise on a range of views, and 
he did do that.  We say he can give you some assistance and, again, I will deal with what 
assistance you may be able to borrow from him when you go through those heads of 
charge.  But, in fact, the assistance he gives you is all positive to these practitioners.  
There is nothing that will assist you find any of these heads of charge proved against 
them.   
 
What we say is a striking feature of this case is the GMC’s access to experts, or indeed, 
lack of it.  We say it tells its own story as to where the experts in this case will stand.  On 
the defence side, we have had no problem accessing the best in the business.  That simply 
demonstrates to you where the paediatric community and indeed the ethics community 
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and the medical statisticians stand on this debate, but it is striking that Dr Stimmler, a 
nice man though he was, and experienced consultant neonatologist and paediatrician, who 
is long retired, was the best the GMC could do.  Why?  Why could they not have 
Neil Marlow?  Why could they not have Neil McIntosh?  Why could they not have Alan 
Craft, David Hull - a number of other people with expertise in this field?  The answer is 
they could not have them, because they would not have supported the case.  So they had 
poor Dr Stimmler, even though this was not his field of expertise, because he appeared to 
support their case.  Then what happened, he realised he made a mistake on the hypoxia 
issue and he had to concede it immediately and he backed right down on matters relating 
to what should be reported to the Ethics Committee, and suddenly he did not support their 
case any more.   
 
Can I then turn to Dr Nicholson?  Although the Panel has ruled he has no expertise and 
could not assist you and therefore you did not wish to hear from him on clinical matters, 
or matters of statistics, we will invite you, given the possible legal challenge to that 
ruling, or indeed to any determination you now make of it, if it is a final determination by 
the Henshalls, we will invite you to find that even if he had demonstrated some expertise 
on those matters and you had been prepared to listen to him, you would in any event have 
placed no reliance on his evidence, because you will find and did find and have found that 
he was clearly not an independent expert, and indeed, demonstrated repeatedly 
partisanship over more than a decade, right through until 2007.  It was not, even as he 
said, many veers ago.  You will remember the Sunday Express article I put to him was 
February 2007.  It is there for you to see in document D17.   
 
Indeed, in the witness box he demonstrated that partisanship.  He was an advocate for a 
cause.  He sought to argue.  He ducked the question.  He broke all the golden rules.  
Answer the question asked, not the one you would like to be asked.  Why do you do that? 
 Because if you answer the one you would you like to be asked, you indicate an 
unwillingness to answer the question asked, an inability to answer the question asked.  
You want to duck it because it does not suit your purpose or your case.  Just flick back 
through the transcript and see how many times he broke that rule; how I asked him a 
question and he went on to give us a lecture about something else completely beside the 
point.   
 
Our case, so you understand it, is Dr Nicholson is not an expert in anything at all.  He is a 
self-appointed and self-proclaimed expert in ethics for a bulletin that is now defunct and, 
frankly, we say, when you look at the content of what it was, it was either a comic or a 
platform for his own views.  Nobody could take it seriously.  He had no academic 
qualifications in ethics, he has no recognised academic post in ethics.  The journal is 
defunct.  It was not peer reviewed.  He was self-appointed as editor.  No-one controls 
what he says and no-one controls what he writes - certainly nobody reputable.  We were 
not taken to any other article in the journal written by anybody with any repute or indeed 
any qualifications.   
 
Now, you might say that what you listened to him on, or what you could have listened to 
him on, because you had not excluded his evidence on it, would be as far as Dr Southall 
is concerned, charges 3, 6, 7, 8 and 9, all of which relate to ethics committees.  In fact, as 
it turned out, when I questioned him yesterday, in 1989 and 1990, he was not a Research 
Ethics Committee member at all.  He had only been on one before then.  That was several 
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years previously, ‘85 to ‘87.  He was in a small private independent hospital, the 
Wellington, and it related to IVF research, and nothing at all to do with child patients and 
a very limited area of research.  So, if, in fact, he had any expertise to assist you on in 
1989 and 1990, and what Research Ethics Committees are doing, he can only have got it 
from a book.  Well, we can all do that.  It is hardly a foundation for expertise and 
admissibility to say, “Well, I have gone away and read what Research Ethics Committees 
do at the time.”   
 
He was not able to give you any ideas to what went on in Staffordshire or North 
Staffordshire at the time.  We say that, in fact, is fundamentally important to your 
consideration when you go to consider them, heads of charge 3, 6, 7, 8 and 9.  Why are 
you not hearing from members of North Staffs Ethics Committee?  Why are you not 
hearing from them as to what their requirements were and that they were not met, or that 
they were deceived or they would have expected a reporting back to them of the use of 
surfactant or of minor changes to the scoring system.  We say that would have been the 
evidence that would have assisted you in respect to those charges, and, in any event, if 
and insofar as you think Dr Nicholson had any expertise - we say not - it would be 
relevant if the charges were against the members of the Ethics Committee, but they are 
not, because the charges are on 3, 6, 7, 8 and 9, are charges brought on the basis of 
responsibilities of principal investigators.  Dr Nicholson conceded he had never done any 
medical research.  He had never done any research with patients.  He never had a role of a 
principal investigator, therefore, what expertise did he have to offer you?   
 
So, our question is that it is significant that there is no evidence from an Ethics 
Committee, because, frankly, nothing has been done wrong.  But the question of what 
expertise Dr Nicholson has to offer you, our submission is in bold, block capitals, italics 
and anything else you want to do to highlight it is, zero, absolutely zero.  He has got 
nothing to off you at all.  Indeed, not just you, he has got nothing to offer the media other 
than trouble.  He has got nothing to offer the Henshalls.   
 
In any event, we say you are entitled to look, if you do not go with us on that, at the 
quality of his evidence.  Anecdotal, second or third-hand hearsay.  When I pressed him:  
where did you get that from?  What entitled you to say that?  Oh, well, I heard it from 
people that I spoke to.  Selected from books or chapters that he wrote and very fond of 
quoting himself.  Most people would say that is not a very good thing to do, that it is 
better to quote from people independent of yourself to show there is learned writing in the 
field and it is not just you parroting your own views.   
 
He did not bother to offer you a range of views, nor did he bother to share with you that 
some of what he had written was the subject of much criticism.  You will recall me 
yesterday putting to him what Sir Iain Chalmers had to say about his 1986 work and that 
it was not complimentary.  Much of what he parroted to you was not appropriate in any 
event in terms of time.  You will remember Mr Forde repeatedly being on his feet, 
saying:  can we get a time frame for that?  Can we get a date?  Can we know when this 
was published?  Et cetera.   
 
Much of it was not even relevant to this type of study because a lot of what he was telling 
you about related to experimentation on healthy subjects rather than necessary treatments 
for sick children who had to have some form of treatment.   
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Our main criticism though – and, of course, I could go on forever about our criticisms of 
him now, I could take you through tracts of his evidence, but frankly what is the point?  
Our main criticism is that he is not independent or objective and still, in 2007, he is 
commenting adversely and disparagingly in respect of David Southall.  In most of the 
material before you in document D17 you will see he is the only expert quoted against 
CNEP and yet here is a man who has admitted he has never encountered CNEP.  More 
than that, here is a lazy expert: he had not read the other evidence; he had not even read 
the papers on the subject; he had not read the seminal Southall/Samuels paper from the 
BMJ in 1989; you will remember my cross-examination of him yesterday, he had not read 
the lung function study paper.  He felt happy to comment to the Sunday Express on a 
paper he had never even read and, when interviewed by Jonathan Gornall (a journalist) 
admitted he had not read it but he had read some sort of abstract.   
 
Yes, he told us he was sick last week, but you will remember as well my question to him 
that I had seen him sitting in the GMC witness waiting room for Wednesday when we 
were having all that legal argument and he was reading the Daily Telegraph instead of 
Joe Raine’s evidence.  You decide which would have helped you more in terms of his 
reading and coming to give you expert evidence on what happened on, for example, neck 
trauma.  Just to give you an example of that he was asked in-chief, not even in cross-
examination, whether he had seen a transcript of Dr Raine’s evidence.  He accepted – he 
said, “I do not believe I have” and then he went on to give an opinion about whether he 
would have expected this to be notified to parents and whether it was an adverse event 
and whatever.  So despite the fact he had had the question opened by Ms Sullivan, “Have 
you seen the evidence?”  Would not a fair and honest expert have said, “No, I have not 
and, therefore, I really should not comment because I have not had an opportunity”.  But 
oh no, not Dr Nicholson.   In he pitches and starts criticising these doctors when he has 
not even done them or Dr Raine the service of reading the evidence.  
 
We say that he is not just someone with no expertise.  He’s lazy and frankly he is 
arrogant.  He did not think he needed to read that evidence.  He was going to give you his 
views as he has been giving everybody his views for many years and he did not think he 
needed to do any more.   
 
You will remember my questions of the Henshalls.  He was suggested by them as an 
expert.  He has clearly been used by them to further their campaign.  He is a conduit for 
their views when no other “doctor” would support them or would ever be prepared to go 
into print in support of them but he would.  Everywhere that you will see him quoted in 
that material in D17 the word “doctor” appears.  Ms Sullivan may be right in asking him 
a question yesterday in re-examination, “Who do you understand is entitled to use the 
word ‘doctor’?” Yes, it is somebody who has gained medical qualification a medical 
degree but that is not the point.  You look at those articles.  These people (the BBC, 
Channel 4, the Daily Express, The Independent) are approaching him because they 
believe he is a medical doctor and he is not telling them otherwise.  The proof of that is 
the exchange  
I put to him yesterday with Jonathan Gornall where here was somebody who knew that he 
was not a registered medical practitioner and deliberately loaded the question at him and 
yet got the answer to, “Are you a medical doctor?”  “Yes”; he had no right to make that 
answer.  
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We say that he has been used by the Henshalls because they could not get anybody else to 
support them.  Although frankly we should not feel sorry for him because he has used the 
Henshalls too.  More particularly he has used David Southall.  He has used him to make 
money out of writing about him for many years, doing TV interviews and national media 
quotes because this is one of his favourite subjects.  He conceded he had never said 
anything in praise of Dr Southall.  He was argumentative in his evidence in front of you 
and he failed to understand the duty of experts.   
 
He really should have accepted the opportunity that I offered him, I think on about four 
occasions, to recuse himself and recant his evidence.  He did not.  A fair expert would 
have done so.  Somebody who understood the duties of an expert would have done so.   
I invite you, on behalf of Dr Southall, to say, in the clearest of terms, that he had no 
expertise, he had no objectivity and he had nothing to offer you on these serious issues; 
they are serious issues because these are disciplinary charges, which have been hanging 
over my client’s head for a period of 11 years and which have attracted serious media 
attention and, in fact, have caused him serious problems in his career.  Indeed I can go so 
far as to say this: had Dr Nicholson still been on the General Medical Council register 
you should have no doubt that Dr Southall would have reported him to the GMC in 
respect of the comments he has been making over the years and, indeed, the things he has 
been saying.  
 
He parroted on about self-regulation. Well self regulation in his case meant no regulation. 
He was holding himself out as a doctor because he knows that he was being asked about 
medical cases and medical research and yet he did not share with people that he was not 
on the Medical Register, nor did he object to the use of the title or provide any 
clarification.  
 
Can I then turn to Professor Hutton?  Sadly she too lacked objectivity.  She wilfully 
refused to consider the aims of this study.  Sadly, one has to say here was a very arrogant 
witness.  She thought she knew best, better than all of us when, in fact, she too had not 
done her homework.  Here was someone who, it had to be squeezed out of her, actually 
had not done a lot of the reading or calculations; she had had some assistant who had 
done that.   
  
She thought David Southall and Martin Samuels had done the scoring and adding up of 
the sheets.  That is something that Dr Stimmler thought and I have said I do not criticise 
him because he sadly had to go before Joe Raine so he could not have known differently, 
but she should have known because she was here for part of Joe Raine’s evidence and 
then she chose to leave the chamber.  You will remember it was drawn to my attention 
and I raised it with the Panel as whether Ms Sullivan wanted me to stop and resume  
cross-examining Dr Raine in the morning because I said it was probably the most 
important evidence that was about to be given in the whole hearing and she had now left 
and should she not hear it.   
 
You will remember that she was asked the next day had she read it and she told us, yes, 
she had.  If she had read his evidence she was pretty sloppy in doing it because it was 
pretty clear, he made it very clear, that he had done the totting up in the sheets if they 
were in Queen Charlotte’s and Theresa Wright had done them if they were in 
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Staffordshire and they were sent to John Alexander who corrected them and added them 
into the database and she would have known that David Southall and Martin Samuels had 
nothing to do with the process, but she did not.  She either did not tell you the truth when 
she said she read his evidence or else she read it in the most sloppy and negligent way not 
befitting of a supposedly eminent expert.  
 
More than that, she appeared not to understand inverse scoring, she appeared wilfully not 
to want to understand that this was a treatment outcome score, not an outcome score; 
there is a difference because you have to look at what was the aim of the study.  She 
really could not get beyond her view that death was the worst outcome.  She could not 
understand that some proportion were going to die and that was always known and that 
what was being tested was the affects on those who would live.  She appeared not to 
know that death was being monitored separately.  Again, if she had bothered to read  
Joe Raine’s evidence she should have known that.   
 
Her morality and personal views coloured her judgment, she really was not impartial.  Sir, 
the only bit of her evidence, I think I need to turn to, to say to you that this sums it all up 
and it is why you should place no reliance on what she says, came from her  
evidence-in-chief (D22/49C-D).  It relates to a question she has been asked in-chief about 
dead babies’ scoring.  It starts three lines below C: 
 

“There is another possibility which there was an explicit intention of 
those who devised the score to define some dead babies as much 
better, in terms of the score where high is good.  So they were 
intentionally describing some dead babies as better off than some 
live babies.  As far as I am concerned”, 

 
can I highlight the “I”, 
 

“if you are going to make that statement that is not an accepted view 
in Britain.  That is clear.  Suicide is no longer a crime but to most 
people’s minds it remains a sin”, 

 
and can we please note that pejorative word. 
 

“Euthanasia is not legal.  If you are going to have a scoring system 
in which you decide as medical people, whatever the role of 
statistician was, that you are going to define certain people as better 
off dead than alive that, I think, is information that should have been 
in the patient leaflet”.   

 
Then she went on to talk about the Nuremberg Code and, indeed, to repeat it.  That 
coloured her evidence, there cannot be any doubt about it.  I asked her several questions 
about whether she was able to put her own views out of the way in order to give a proper 
statistician’s answer and it became quite clear, as she repeatedly came back to it, that she 
simply could not.  
 
She had not done her homework in any event because it was frankly sloppy to suggest, as 
she did in her report and in her evidence-in-chief, that the way of dealing with dead 
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babies was to simply give zero because you will recall (I will not waste your time with it 
now) that when I took her to a number of those questions, if you gave it zero it was, in 
fact, saying that this baby was oxygenated for 28 days, it was in fact saying this baby had 
a pneumothorax, it was saying that this baby had some other complication or long-term 
ventilation.  She just was ignoring the words of the questions. She would have been 
wrongly attributing serious morbidity factors, which simply had not occurred.  It would 
be scientifically wrong but also it would be statistically wrong because they had devised a 
scoring system, they had worked out weighting factors, they had dealt with death in 
question number one and given it a high score if it was a relevant death and so she had 
simply not thought through what she was saying.  
 
More than that, she wrongly assumed they had an “oh no moment”. You will remember 
her saying that she thinks this was an “oh no moment”  and they suddenly realised 
something had gone wrong.  She had no justification for that statement.  If  she had 
bothered to read Joe Raine’s evidence, which she claims she had, or bothered to stay to 
listen to it she would have known there was “oh no moment” because I had expressly 
asked Joe Raine, “Did you sit down and did you deliberately decide this was the scoring 
system to have and to address dead babies in this way?”   
 
Sir, my submission to you is going to be that you really cannot get any assistance from 
her evidence because she was, sadly, an expert witness who had not done her homework, 
lacked objectivity, was not able to look really at a range of views and the one issue that 
you are being asked to rely on her evidence for against Dr Southall is head of charge 
12(d), an appropriate method of scoring.  I will address you on the specifics of it in due 
course, but frankly, on that issue, because she could not get beyond her morality – and 
that is what it was and she was not being called as an ethicist or as someone to lecture us 
on morality – she could not get beyond, on her morality, the fact that somebody dead 
would score higher than somebody alive was wrong.  She could not, therefore, give you 
the view of a statistician. 
  
Sir, can I now come to some of the factual witnesses in the Henshalls before finally 
taking you on to the charges?  Firstly, can I invite you, when you do make your findings 
in this case – of course, you are not making findings of fact; what you are commenting 
upon is whether there is no evidence or whether there is evidence that you are going to 
have to reject because it is incredible and inconsistent – but can I suggest that in doing so, 
because it is at the forefront of this case in the evidence that you have heard, that you do 
address the question of the Henshalls and the forged consent forms, that you do address 
the Alison/Zoë story of the naming of Patient 6 and that you do address the evidence of 
Claire Newhall Stanley in respect of Mrs Henshall in particular.   
 
I say those are important because of the life this case has had to date and the life I fear it 
may have hereafter, particularly in the hands of someone as determined as Deborah 
Henshall and someone so lacking in insight.  Can I suggest as well, sir, that although 
strictly speaking you do not have to do it, that you also look at head of charge 6 in this 
question of neck trauma because you will have had the benefit of hearing the evidence of 
Joe Raine on that and what has happened and, again because of the life that allegation has 
had at the hands of the Henshalls particularly and in the press.  
 
Can I come now, sir, to the Henshalls themselves and what you should make of their 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D31/29 

Transcribe UK 
VRS Ltd 

01889 270708 
 

evidence.  I repeatedly, during my cross-examination of both of them, called them “liars”. 
Can I make it clear that I do not resile from that for one moment.  This is not going to be 
a case where I am going to ask you to find that they are confused or mistaken, because 
they are not.  They have run a systematic campaign in respect of CNEP, which has cost a 
huge amount of money to the NHS and has caused huge difficulties.  It has stopped 
CNEP being used as a treatment of choice in the treatment of chronic lung disease for 
children with bronchiolitis. It has impacted upon paediatricians all over the Country.  
They have lied to the press, they have lied to the TV, they have lied to the radio, they 
have lied repeatedly and they have changed their stories.  It is not a question of saying 
they could be “confused” or “mistaken”; do not be that kind to them because they do not 
deserve our kindness with the havoc that they have wreaked.   
 
Yes, it is sad that as a result of prematurity they lost one child and have another one 
damaged.  My client, in particular, is a paediatrician who has seen that many recognises 
that.  But that is not a reason to consistently have a go at paediatricians who are in the 
business of behaving honestly and helping save lives and suffering.   
 
You have read the material and you have heard me put it to Dr Nicholson yesterday what 
the paediatric community say about my client and how the research he has done over the 
years has saved many children’s lives.  These are people who wrote to 10 Downing Street 
to try and have his OBE stopped in circumstances where it was being awarded to him for 
the international humanitarian work he had done in Afghanistan and in Gambia and 
indeed in Bosnia. That is the measure of the people they are. 
 
So, yes, we should feel sorry for them, that they have had the misfortune of prematurity, 
but they are not alone.  There are a lot of other parents out there who have had it as well 
and they have not chosen to behave in the way that these individuals have done. 
 
We say they are liars.  We maintain that position and we say that when they got caught 
out by the press on this whole “our children were not in a study” and the consent forms 
came out, they suddenly came up with the Zoe and Alison story.  If they were right about 
that, I say there are only three things you need to look at in terms of their evidence. I 
cross-examined Mrs Henshall I think for two days, Mr Henshall for one.  I do not need to 
take you back through it.  I caught them out a number of times, in my submission, on lies 
that they have told, but I think there are three that you can examine and it will become 
abundantly clear to you. 
 
The first is the Zoe/Alison story.  As I put to Mr Henshall when I cross-examined him 
and said I will be saying when I make my half time submissions, if they were right that 
the name was not given to Patient 6 until the next day, that is 15 December 1992, then the 
consequence of that would be this.  Claire Newell will have lied to you because she has 
the name on the consent form. She has Patient 6’s actual name. That consent form was 
signed within four hours of Patient 6’s birth.  Patient 6 was born at five to seven in the 
evening. The consent form was signed before midnight on that day because it is dated 14 
December and the randomisation call was put in shortly after midnight. They say it was 
not until the next morning they had that name. 
 
So either Claire Newell is a psychic or a clairvoyant and nobody put that to her or else 
she has lied on that form, because Claire Newell confirmed to you it was her writing that 
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gave Patient 6’s actual name.    So that is the first thing you would have to find to find the 
Henshalls were telling the truth. 
 
The second thing you would have to find is that the nurse has forged a number of 
documents, because you will recall you were taken to pages in file 2.  I think it is behind 
divider 2 and page 60 and we can turn it up if we need to.  I think you were taken to four 
or five different examples where the actual name was written and they were in notes at 
about 11 o’clock at night and certainly before midnight.  So that nurse would have had to 
again be a clairvoyant or a psychic or would have had to go back and alter it. 
 
If Mrs Henshall and Mr Henshall are right in respect of that story and the name coming 
the next day then somebody would have had to go back through those notes and when 
would they have done it?  Some time later in 1992 or have they done it in 1997 as part of 
a conspiracy?  If they have done it in 1997, you have heard the evidence of Claire 
Newell.  She was no longer at the hospital, she was long since gone, yet she told you that 
was her handwriting on that consent form where the baby’s name was written.  So Claire 
Newell would have had to have been contacted wherever she was or alternatively Claire 
Newell has lied to you on oath.  You saw Claire Newell. She is a registered medical 
practitioner, a very sensible lady, very confident, in my submission, the way she gave you 
evidence and in what she said.  You form a view.  Was Claire Newell telling a lie or was 
Claire Newell telling you the truth that that was her writing, that she would only have 
written it at the time, that she did not alter the form afterwards?  If she is right then the 
Henshalls are wrong. 
 
The consequences of this are these.  It is both of them telling lies together.  They have got 
to have cooked the story up together and they are therefore involved in a conspiracy. 
They are involved in a conspiracy to come here and lie on oath to you and indeed to 
pervert the course of justice, because they have given this story to a number of people in 
the press.  You saw the examples when they said “We had not even named our daughter”. 
 But they are both in it together.  It is not therefore a question of one being mistaken, 
because one of them said it and then the other one said it, so if they are wrong, they are 
both wrong, because they are giving the same story to you about the next day and if they 
are right then Claire Newell has got to be wrong, the nurse has got to be wrong and 
indeed you will recall the questions I asked.  How many other people were involved in 
this conspiracy? 
 
That is what it would be.  It would be multiple forgery, but it would also be a conspiracy, 
because those individuals would have had to get together at some later date.  There would 
have been no reason for them to do it in 1992 because nothing is awry, nothing is wrong, 
nobody has complained about the Paediatrics paper, nobody has complained about the 
study, nobody in 1992 knows what Patient 6’s outcome is going to be.  So when therefore 
did this happen?  After 1994 when Patient 6 is found to have disability?  1997 when they 
first complained to the GMC?  When do they say this multiple conspiracy took place in 
the multiple alteration of notes or is the alternative and the answer a very simple one?  It 
is this.  Deborah Henshall signed that consent form with Claire Newell. She in order to 
facilitate a claim on behalf of Patient 6 said, “I never consented to a trial”. When the 
consent form was produced and she was caught out and her credibility with the press was 
about to go down the toilet she responds by saying, “Well, no, they must have forged the 
consent form.  It cannot possibly be, because Patient 6 was not even named then”. So she 
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gives something to support it and say, “Here is the proof that I am right”.  There is a 
much simpler answer and the simple answer is she is wrong and she is lying and she is 
lying because she got caught out.   
 
If you do not want to examine that one, what about this one?  Claire Newell and her 
description.  Mrs Henshall gave us a description of a female that she says took oral 
consent from her, had this conversation, you recall, along the lines of, “Well, you know 
all about the study because you had a previous child in it, so I do not need to tell you too 
much about it”.  She gave us this amazing description of this woman in a summery dress 
who looked tanned, who had glasses hanging round her neck and was looking in her late 
30s, early 40s.  She gave us details. She was doing, in my submission, what all liars do. 
They feel their story will be helped by detail because if they give detail they will say, 
“Look, I have got a good recollection, here I am” and they make up and add detail. 
 
But she got caught out.  She got caught out the minute Claire Newell walked in this room 
because all of us saw immediately that if you were going to remember this woman the 
two things you would remember were “Gosh, how tall she was”, particularly if you are 
Debbie Henshall and you are less than five foot, and here was somebody who was 5’10 
and, secondly, you would remember the striking blonde hair and, of course, it was not the 
woman she described. 
 
So what does she do? She sits down the back and starts shaking her head to let you and us 
visibly see this is not the woman.  When she pops back in the witness box this morning 
she takes advantage of trying to argue her case and saying, “We have already established 
it was not Claire Newell”.  I am sorry, Mrs Henshall, we have established it was Claire 
Newell.   She was called as a GMC witness, she said it was her, Ms Sullivan did not 
cross-examine her and say, “No, it was not, you are lying”, we certainly did not cross-
examine her.  So the unchallenged evidence before this Panel is that it was Claire Newell 
 that took that consent and got her to sign that consent form and there cannot be any doubt 
about it. 
 
The suggestion that it is somebody else that had done this and had taken this consent and 
this elaborate description, ask yourself about that.  Here is a woman who says, “I do not 
remember signing a consent form”, so ergo it is forged, and then suddenly when pressed 
“Is it forged?” and the police say not and nobody else says it is, jumps back on, “Well, I 
cannot remember signing it and, oh, I had had some morphine and I always act funny 
after anaesthetics and that is my medical history and I have had it with all my other 
children”. Strip away all that camouflage.  If any of that was true, why would she 
remember with the detail she did the woman she describes with the glasses, the summery 
clothes, the tan in December? 
 
More than that, why would she remember the detail, as she does, about what was said to 
her?  “Oh, you have had a baby in CNEP before, therefore you will understand this” etc 
etc.  We accept that witnesses can be mistaken or confused in their recollection.  You saw 
some prime examples of that, of parents many years after the events, but they were not 
twisting, malevolent witnesses. They were not manipulating the disciplinary process for 
bad motives.  They genuinely when questioned about it said, “Yes, I could be confused”. 
The Henshalls never once said that. The Henshalls came up with excuse after excuse 
including this one, “I had some morphine”. 
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If she had some morphine, how was she then going to remember this individual?  The 
question for you is this.  It is 11 o’clock at night.   You have heard what happens in this 
ward. There is one senior house officer, acting registrar on call.  We know who it was on 
the night of 14 December.  It was Claire Newell. She has told us. She signed the form.  So 
who is this other mythical woman?  Was Mrs Henshall seeing ghosts?  Were there spirits 
running round that ward that came and talked to her?  The answer is no, there were not.  
Mrs Henshall lied. She lied to the press. She got caught out.  She thought she would get 
away with it here and she got caught out the minute Claire Newell walked in that door. 
 
You will be able to say without a shadow of a doubt that Claire Newell was a truthful 
witness, that Claire Newell was on duty that night, that Claire Newell took Debbie 
Henshall’s consent and that Debbie Henshall has deliberately lied to you in respect of that 
matter.    
 
Of course, she has been down this road before and she has not learned.  The previous 
Professional Conduct Committee in the Prowse case said that that consent form was not 
forged and I invite you to find the same.  Effectively that PCC branded the Henshalls as 
liars and indeed the Henshalls realise that and that is why they tried to judicially review 
that decision.  The judge was maybe a little bit kinder to them, but perhaps just in his 
words, because if you look at the substance what he did is he said their application for 
judicial review had no merit, and yet they did not learn their lesson. 
 
They have been playing the press and getting away with it for years, because no one 
questions them.  They are untouchable.  Why?  Because everybody says, “We must have 
sympathy for them, they have had a child who has died and they have had a child who is 
brain damaged” and so nobody wants to upset them.   So it is okay then for them to upset 
everybody else and to affect other parents getting their choice of treatments if their 
children have got chronic lung disease.  It is okay for them to upset paediatric research in 
this country. Doctors are constrained by confidentiality, so they cannot respond to them 
and when the hospital tries to hit back and tell the truth so as not to alarm patients, what 
do they do?  They report Dr Prowse to the GMC.  That shows exactly what sort of people 
they are and, I repeat, you should have no sympathy for them.  If there is any sympathy to 
be had in this case, it is for someone like David Southall who has had to struggle against 
them and the likes of them for eleven plus years.  
 
You see what people they are by this.   They complained against Dr Raine who you heard 
and saw, a perfectly reasonable, very thoughtful witness; Dr Brookfield, lovely man, 
caring paediatrician, devoted his life to the care of children; they complained against him 
and, of course, Dr Palmer who you also saw, a very careful clinician, took her duties very 
seriously, author of the photos and the folders in this case and, of course, they complained 
against Dr Modi and Dr Harvey who you have not seen but you know are signatories to 
the patients and some of the nurses in the study. 
 
The consent forms you have seen.  On the face of it  those consent forms say “Study” 
multiple times.  So how do the Henshalls get out of that?  One of them did not read it and 
the other one cannot explain their signature.  You have seen them.  You have seen Mr 
Henshall.   Is he a man who does not read a document?  Is he a man who does not know 
how to speak up for himself or ask what it is about?  You decide how likely that is to be.  
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They are very free with their derogatory allegations. They have repeatedly gone to the 
press and maintained that they have had a child died and a child damaged by CNEP when 
they have not got a scrap of evidence to support it.  Indeed, Mrs Henshall went further 
and, you will recall, used the word “murder”.  They have shown their malevolent colours 
in the way in which they feel happy to criticise anybody that gets in their way.   
 
Sir, I say, therefore, in dealing with their evidence you should call them what they are and 
say that you cannot rely upon their evidence in this case, that their evidence is being used 
to manipulate the disciplinary process, to perhaps try and kick start another civil claim for 
them in order to achieve money and to maintain the position that they have consistently 
given to the press and which is now about to be exposed.   
 
Sir, as far as the other witnesses are concerned, I would simply say this as far as the 
factual witnesses are concerned.  They all tried their best but it is 18 years ago for most of 
them.  The doctors were forced into the position of having to say, “I cannot remember 
exactly”, but, in my submission, they were all very impressive witnesses, but what is 
clear about what they did say is that these were witnesses who would not have taken 
consents if they thought the patients or the mothers or fathers were not in a position to 
give consent and, secondly, they all understood this trial and would not have given 
inconsistent information, incorrect information or a paucity of information.  They all took 
their duties seriously.   
 
I think you see the quality of what they were, because look at what they have all achieved 
in the years since.  Dr Nicholson may have suggested, “Well, these were junior doctors 
and you should not be allowing junior doctors to do this”.  In fact the evidence before you 
was they were all either acting registrars or in fact registrars when they took consent, but 
in any event you see they have all gone on to distinguished careers as consultants and 
they were, in my submission, a very impressive group of witnesses. 
 
As far as the parents were concerned, it was mixed.  It was quite clear a number of them 
did not remember what had happened. It is quite clear a number of them had got  
confused.  In part it may be the recollections of time, the stress of the circumstances.  In 
any event, sir, my submission to you is going to be in respect of head of charge 11 and the 
responsibility or role of Dr Southall in it.  They are in fact not key witnesses. The key 
witnesses as far as head of charge 11 is concerned are actually going to be the doctors, 
not the parents, because the responsibility for him was to ensure procedures were in place 
to obtain consent and that means procedures for doctors who were the people who were 
going to obtain the consent and so the key evidence is theirs and not the parents’ 
evidence. 
 
Sir, can I now turn to the individual heads of charge and the point I make, and I am sure 
you know it and it is self evident to you, is this.  You have to judge this by the standards 
of 1989 to 1983(sic) and, secondly, insofar as there are issues of inappropriate or 
inadequate, you have to judge that by the Bolam standard.  So, therefore, you judge 
inappropriate and inadequate by the standard of what Dr Southall was at the time.  So it is 
whether he is as a clinician doing it, or doing it as a responsible investigator.  That is, of 
course, sir, where you have got another problem in terms of arguably no evidence or 
nothing to assist you.  You have not heard from anybody who was a responsible 
investigator in a trial in ’89 to ’93, let alone a trial like this.  So you are put into a bit of 
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difficulty in terms of how to judge whether somebody has fallen below the relevant 
standards.  Dr Stimmler could not give you that evidence.  Dr Nicholson could not give 
you that evidence.  Professor Hutton could not give you that evidence.  You have not got 
it.  There are people who could have given it to you: Neil Marlow, Neil McIntosh, they 
will be defence witnesses if we go into part two.  The GMC could not have got them 
because they would have come and given evidence that would have destroyed those 
charges.  
  
THE LEGAL ASSESSOR:  I think you are over stepping the mark.  
 
MISS O'ROURKE:  Sir, I will move to the heads of charge. 
  
THE CHAIRMAN:  Miss O’Rourke, I wonder whether you could do that --- you have 
been going for an hour and twenty minutes now, would it be convenient to take a short 
break? 
  
MISS O'ROURKE:  Yes, sir.  
 
THE CHAIRMAN:  We will adjourn for 15 minutes.  
 

(The Panel adjourned for a short time) 
 
MISS O'ROURKE:  Thank you, sir.  Before I address the heads of charge can I say this, 
your Legal Assessor was probably right to pull me up for what I was saying about 
Professors Marlow and McIntosh because, of course, in a half time submission I should 
not foreshadow the evidence to come but in my defence can I say this, you do, of course, 
have the Lancet articles so you do see what these gentlemen have gone on record to the 
medical press to say and I say you can draw inferences from that.  You have seen the 
medical press material, the BMJ articles and others and you have seen newspaper articles 
and you have seen who is on one side of the debate; Dr Nicholson alone, who is on the 
other side of debate; the paediatric community.  
 
Sir, I will turn now to the heads of charge.  Head of charge 1 is admitted so I do not need 
to make a submission to you on it.  Head of charge 2, sir, I say this is a pure question of 
fact.  You, in fact, have had no evidence to support, so it is not even not sufficient or not 
credible, you have had no evidence to support the fact that David Southall applied to the 
Ethics Committee of North Staffordshire for approval of this particular trial.  You have 
had no witness tell you that and you have had documentary evidence which shows it is 
patently not the case.   
 
Can I invite you to look in file 1 and take you to the key documents.  It is page 1 which is 
the application dated 29 November 1989 which is the date in the head of charge.  You 
will see the application is made by S A Spencer, consultant paediatrician.  Dr Southall’s 
name is nowhere on it.  You will see on page 4 the application is signed and submitted S 
A Spencer 29.11.89, so, again, the date that is in the head of charge.  You will see that the 
grant of the application is notified to the applicant and that we find on page 18 and that is 
addressed to Dr S A Spencer: “Dear Dr Spencer, the study was considered and was 
approved.”  You will see that the remaining documentation, pages 19, 20, etcetera, all 
make it clear that the applicant in this case was Dr Spencer because Dr Raine writes to 
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him and you will see the last paragraph on page 19: “You may feel you wish to inform 
your Ethics Committee of these changes” and you may remember the evidence of Dr 
Raine that before he would have written this letter he would have discussed it with Dr 
Southall and it would have been their combined view that Dr Spenser should be written to 
in these terms because it would be for Dr Spencer to decide whether he needed to inform 
his Ethics Committee.  
 
You will see that the ensuing correspondence, pages 20, 21 is between Dr Southall and  
Dr Spencer about what Dr Spencer should do about issues such as surfactant and changes 
in the scoring system for babies and they come from Dr Southall in London. You will see 
the Royal Brompton notepaper on page 20 and a reply back to him to the National Heart 
and Lung Institute in London, SW3, which again is part of the Brompton on page 21.  So 
you will see that during the material time, November 1989 and, indeed, through until 
consent is granted in 1990, or approval is granted in 1990 Dr Southall is at the Brompton 
Hospital as, indeed, head of charge 1 now reflects and he was not an applicant.   
 
Sir, can I highlight for you - and they are the only two pages that I say that are the most 
crucial evidence probably in this case as far as Dr Southall is concerned - and it is  
D15/35-36, it the evidence of Barbara Cannings and Barbara Cannings makes it clear in 
answer to questions from me in cross-examination.  It starts on D15/35E:  
 

“Q You would be able to confirm that applications to a Local Ethics 
Committee are made by those who are employed by the Trust and 
are Trust employees? 
A That is right, yes.  
 
Q So it would not surprise you to find that Professor Southall – Dr 
Southall – was not communicating with or making an application to 
the Ethics Committee because he had nothing to do with 
Staffordshire? 
A No. 
 
Q Indeed, we can confirm that the letter on page 1 applying, 
looking like it is applying for the study to be considered, comes from 
Dr Spencer? 
A That is right, yes.  
 
Q On page 4 we see that Dr Spencer signs the application form, 
29.11.89? 
A Yes.  
 
Q That is because it is his application? 
A Yes.” 
 

Page 36 at letter B: 
 

“Q All of that is on the basis that Dr Spencer is the person who 
applied? 
A Yes, who was the Chief Investigator.  
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Q He was the person who was given the approval? 
A Yes.  
 
Q Dr Southall had nothing to do with the Research Ethics 
Committee because he was not at the hospital? 
A That is right.” 

 
Then down at letter D: 
 

“Q More than that, we see, do we not, on page 25 a letter from  
Dr Southall and he is at the Royal Brompton Hospital at the relevant 
time? 
A Yes.” 

 
Then the last two questions I asked her at letter G: 
 

“Q In respect of CNEP trial number one, the applicant and the 
person who liaised with the Ethics Committee was Dr Spencer and it 
appears Dr Spencer alone? 
A Yes.  
 
Q And nothing to do with Dr Southall? 
A No.” 

 
Sir, if you accept that evidence which, in my submission, you have to, it is uncontradicted 
and there is no other evidence to do with the Ethics Committee, then as far as head of 
charge 2 there is no evidence.  Not even no sufficient evidence, or no credible evidence, 
no evidence full stop that Dr Southall made the application.   
 
Unless, from the point of view of completeness, it be suggested to you that you see his 
name listed on page 2 of you bundle “responsible investigator”, that does not make him 
the applicant and the words of the charge are quite clear, “…you applied…”.  The 
charges have to be construed against the drafter because they are disciplinary charges and 
because the General Medical Council had free choice in how they drafted them and they 
have specifically put the charge on the basis that he is the applicant.  There is no evidence 
that he is the applicant.  He may be listed as a responsible investigator but actually there 
is no evidence before you that he saw that form; that he agreed to have been listed as a 
responsible investigator; that he authorised his name be put on there.  He did not sign it.  
You have no evidence that ties him in.  Yes, he accepts and does accept for the purposes 
of the other charges that he was the responsible investigator.  That is not the same thing 
as the applicant.  He did not apply to the Ethics Committee.  He had nothing to do with 
Staffordshire Ethics Committee until July 1992 or, indeed, September 1992 when he went 
to run another study there.  So, sir, head of charge 2 you must find not proved, incapable 
of proof and, indeed, under the wording of the old rules you must find that there is no 
sufficient evidence adduced from which you could find that fact proved and, therefore, 
that he would be not guilty of serious professional misconduct in respect of that charge.  
 
Sir, can I then turn to head of charge 3(a) and the position is this, if this is not his 
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application then there can be no responsibility on him for it.  So effectively the point  
I made in respect of head of charge 2 is now going to apply in respect of 3, 6, 7, 8 and 9 
although I will address them on the double basis both that, (a), there is nothing to do with 
him and no duty on him because he is not the applicant and he has no connection with 
this Ethics Committee but in any event the head of charge is not and has not been proved. 
 
As far as I understand it the General Medical Council’s case in respect of head of charge 
3(a) relies only on the evidence of Dr Nicholson as far as I understand it and I would 
stand to be corrected because I have not re-read every single word of Dr Stimmler's 
evidence but I do not understand Dr Stimmler support heads of charge 3(a) and so if it 
stands only on the evidence of Dr Nicholson that evidence is so discredited it is of no 
assistance to you; that you cannot find this head of charge proved but in any event for the 
avoidance of doubt I make it clear that the prime basis of my submission in respect of this 
head of charge and David Southall is nothing to do with him.  You have no evidence that 
he wrote the application and although the words of the charge do not actually say that, it 
must be implicit in it because it is saying you applied and the application inaccurately 
described him and, of course, it can only be a disciplinary charge against him if he has 
some responsibility for it.  So it really has to be read with head of charge 2 and so if head 
of charge 2 fails because you find there is no evidence that he applied then head of charge 
3 must necessarily fall because whatever the application says if it has got nothing to do 
with him it has no place on a notice of inquiry which has disciplinary charges against 
him.  
   
Can I turn, therefore, to head of charge 6: “A trial patient was found to have experienced 
neck trauma”.  Firstly, sir, can I say we disagree with the words “neck trauma”.  They are 
words that have been bandied around.  We say, in fact, if you examine carefully the 
evidence Joe Raine what happened in this case was skin damage at the neck.  You will 
recall the evidence of Dr Raine and the questions that I put to him as to this child having 
suffered from oedema, renal failure, multi-organ failure and as a consequence of which, 
having very friable tissue and was not properly oxygenated and as a consequence there 
was a skin damage.  Regardless of whether you call it skin damage or neck trauma the 
question is: do you have any evidence that this is an adverse event which should have 
been reported to the Ethics Committee of Queen Charlotte's and North Staffordshire and 
that Dr Southall failed to do so?  
 
Firstly, where is the Council’s evidence in support of it?  The Council had three witnesses 
who dealt with this matter.  One was Joe Raine and on his evidence you have no evidence 
that it should have been reported.  Joe Raine could not even remember whether it was 
reported to Queen Charlotte's where he would have had a responsibility because he was 
one of the applicants at Queen Charlotte's because that is where he worked but when you 
took his evidence in total it was not something that he was saying was being reported.  
Who are the two other witnesses upon whom the Council can rely?  One is Dr Nicholson. 
 He has got no expertise on it, we say.  He is a thoroughly discredited witness and you 
should not rely on anything he says and who is the other witness?  The answer is Dr 
Stimmler and Dr Stimmler accepted under cross-examination from myself and, indeed, 
Mr Forde that this was not a matter which he would have thought was sufficiently serious 
to have been reported to the Ethics Committee and commented effectively as well that he 
not aware of what North Staffordshire Ethics Committee would have required. 
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In any event, as far as Dr Southall is concerned, again it must be implicit in this head of 
charge on a disciplinary charge against him that he has some sort of responsibility for it.  
He worked in neither Queen Charlotte's nor at North Staffordshire.  For the avoidance of 
doubt and head of charge 1 now admitted makes it clear he was at the Royal Brompton 
Hospital.  The Royal Brompton Hospital was not then and, as far as I understand it, is not 
now part of Queen Charlotte's.  It is a different institution.  He was never employed by 
Queen Charlotte's and he did not make the application to Queen Charlotte’s Ethics 
Committee.  So there is no evidence before you that he would have responsibility to 
report to either of those Ethics Committees.   
That, sir, deals with 6(b) because “You failed to report…” must carry with it that you had 
a duty to report.  You can have a duty to report, Barbara Cannings said, if you are 
employed by the Trust.  The date you are concerned with here is February 1990.  You 
know that he came to work in North Staffordshire in June 1992.  Therefore, this head of 
charge must also fail on the basis that there is no evidence.  
 
Can I turn then to head of charge 7:  “Two changes were made to the scoring system”. 
Those are what you see on page 19 of the file 1.  You will see that it was described by 
Dr Raine as these changes to the protocol are minor, and you may feel you wish to inform 
your Ethics Committee, and you will remember that Dr Raine said in respect of this, that 
it is likely he would have discussed this with Dr Southall, because that is what he would 
do before he would write to Dr Spencer.  There is no evidence to support 7(b) you failed 
to report because there would have to be a duty and if you accept Barbara Cannings’ 
unchallenged evidence, then there was no duty as far as David Southall was concerned, so 
you have no evidence, yet alone no sufficient evidence to support head of charge 7(b), a 
duty to report.   
 
In terms of whether these were changes to the trial protocol that should have been 
reported to the ethics committee 7(a), you again have three witnesses who said something 
about this.  One was Dr Raine, who himself admitted, I think, under cross-examination 
from Mr Forde, the reason he used the words “you may feel you wish to inform” is 
because there were minor changes and it was a matter for Dr Spencer, who would know 
the requirements of his own Ethics Committee, as to whether they would or would not 
and could or could not, or should or should not be reported.   
 
You then had the evidence of Dr Stimmler, which did not support that head of charge, 
and you had the evidence of Dr Nicholson.  Again, I make the point, as far as 
Dr Nicholson’s evidence is concerned, it is so discredited you should place no reliance on 
it.  Therefore, you have no evidence in support of this head of charge against David 
Southall.  You have no credible evidence if it is said that the evidence that you can rely 
on is Dr Nicholson and, in any event, Dr Nicholson did not deal with this head of charge 
in the context of David Southall.  Dr Nicholson nowhere in his evidence addressed the 
question that Barbara Cannings addressed as to whether, in fact, you could have any 
responsibility to report to an Ethics Committee of a hospital for which you do not work.  
It simply was not addressed.  Therefore, have you no evidence that ties it into David 
Southall.   
 
Can I then turn to head of charge 8?  The stem of that charge is not admitted.  You might 
have wondered why, when we were admitting other stems of charge, the stem of that 
charge was not admitted, because you have documentation relating to the changes and, in 
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particular, on page 21 of file one, even tying into the dates.  Well, one of the reasons it 
was not admitted is this:  it uses the words artificial surfactant was introduced as a 
treatment option for the patients in the trial.  The evidence you heard has made clear it 
was not a treatment option.  It was done under a protocol from the West Midlands region. 
 In circumstances where, if you met the criteria of the protocol, then it was mandated you 
had the treatment and, indeed, it would have been unethical for you not to have the 
treatment.  We say it was not there for an option for patients in the trial if those patients 
met the criteria, and then they had to have surfactant and it would have been wrong not to 
give them surfactant.   
 
In terms of the evidence to support head of charge 8(a), that this was a change that should 
have been reported to the Ethics Committee, it was not the evidence of Dr Stimmler.  
That is the case, and it was, in my submission, summarised quite neatly in some questions 
that I asked him about surfactant and what they would have had an obligation to do.  It is 
D20/67C.  I said to him:   
 

“Q So once surfactant is introduced, that would have to be 
surfactant? 
A Yes, it would have to be given. 
 
Q  Because it is not just the mandatory policy in the region but it 
would be seen to be of benefit and therefore the children should have 
it? 
A Yes, I agree that it had to be given. 
 
Q Therefore, in terms of the question whether you would go back 
to the Ethics Committee about it, there would be frankly no point, 
for this reason: if you had to have it because it was ethical and it was 
a regional policy, then the Ethics Committee could not say, “No, do 
not give it”? 
A No, they could not. 
 
Q They would have had no right.  All the Ethics Committee could 
have done was say, “Stop the trial”? 
A That is correct, which they could not. 
 
Q There would be no basis for stopping a trial for something that 
was going to apply to children if they met the criteria on either arm 
of the trial? 
A I think the only thing they might have done was to have 
discussed it with the powers that be, that in a trial like this they 
should really have given it to both of a pair, which would have 
meant giving more surfactant than the authority wanted to spend 
their money on, but I am just suggesting this now.   
 
Q I understand that you are suggesting it, Dr Stimmler, but let me 
suggest this to you: that what they needed to do was think about it, 
once surfactant was introduced, that they needed to discuss it among 
themselves and look at how it would be used, bearing in mind that it 
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was now a mandatory treatment if you met the criteria, and bearing 
in mind that it was the best treatment and therefore they were going 
to have to give it, and what they would have been obliged to do was 
sit down and discuss how to do it within the trial confines? 
A Yes. 
 
Q That is what they did? 
A That is true. 
 
Q I think you saw that that is what they did by looking at file 1, 
pages 21, 22 and 23? 
A That is right. 
 
Q I do not think you need to turn it up again, but they clearly 
thought about it, they exchanged letters, they developed a protocol 
and they gave some time and attention to it? 
A Yes. 

 
Sir, I say that is the end of that so far as surfactant is concerned in head of charge 8(a).  
You will remember as well that I put to Joe Raine a letter that he, Joe Raine, had written 
to John Alexander or had been copied in on in respect of surfactant, they had not just 
looked at it in the documents that you see on pages 21, 22, and 23 in the exchanges of 
correspondence and developed a protocol for it, but that they also wrote to the statistician, 
and I think had you the document copied into you, and so they dealt with it.  In terms of 
question 8, I say Dr Nicholson cannot assist you with it, because he has not got the 
relevant skills as a clinician.  He cannot assist you in any way, because, frankly, his 
evidence is discredited.  If you are going to pay any attention to any evidence, it would 
have to come from a clinician who knows what surfactant is and what the purpose of it 
was.  That was Dr Stimmler.  The answers that I have just read from Dr Stimmler’s 
evidence make it clear he is not in any way saying this was a change that should have 
been reported, because that is a mandatory word, and, in any event, as far as David 
Southall is concerned, this is July or August 1991.  He still was not at Stoke and so there 
could have been no duty on him, if you accept Barbara Cannings’ evidence, which I say 
have you to do; it is unchallenged evidence, so this has got nothing to do with him, in any 
event.   
 
Can I take you then to head of charge 9?  Again, my answer is the same in terms of 9(b).  
There is no duty on David Southall and so there would not be any basis for him to report 
the matter to the Ethics Committee.  In any event, the exclusion criteria amendments, we 
say there is no evidence to support this head of charge.  The only evidence that you have 
that could possibly support it is the evidence of Dr Nicholson.  We say that is discredited 
evidence and, on the basis of that, you cannot find there is sufficient, when sufficient 
carries the word credible with it, and therefore, so far as this head of charge is concerned, 
9(a) and 9(b), you must find that there is no evidence to prove these charges.   
 
Can I then turn to head of charge 11?  Can I highlight for you, in looking at the stem of 
the charge, this, and indeed, in forming therefore the rest of the charge, you were looking 
at “in your role as responsible investigator.”  Of course, you have heard evidence from 
parents about consent being taken, documents they were shown and not shown and 
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whether they did or did not sign consent forms.  Dr Southall is not the person who took 
consent for any of the patients that you heard from or indeed any patient in the trial.  
There is no allegation that he took consent from anybody.  Therefore, you more 
particularly you know that he was not at North Staffs Hospital until June of 1992 and 
indeed, thereafter there is no evidence he was on the neonatal ward actually treating 
patients.   
 
The position is this:  in looking at this head of charge and deciding whether there is 
evidence, or sufficient or credible evidence, you have to look at it in the context of his 
role as responsible investigator, if he is based 200 miles away in London for most of the 
period in question, because the material times stem from 1990 through until 1993.   
 
The allegation is that “you failed to ensure that appropriate procedures were in place to 
obtain informed parental consent...”  Therefore, what you are looking at is the evidence of 
the doctors who took consent, because they are the people who obtained it.  The question 
was whether appropriate procedures were in place for them to do so.  So, in my 
submission, the key evidence is not in fact the evidence of the parents, because what the 
evidence of the parents will go to is whether, in fact, it was carried out.   
 
The fact that it may not, on occasions, have been carried out or may not have been done 
properly does not mean there were not appropriate procedures in place.  It may mean 
someone on a particular day as a result of tiredness or not being up to the job does not do 
it properly.  That is not the responsibility of a responsible investigator.  The 
responsibility, as the head of charge says, is to make sure appropriate procedures are in 
place.   
 
The first item you have to look at under that is 11(a) “that you inappropriately delegated 
the task of taking consent to too many different medical and nursing staff.”  The first 
point is this:  you have no evidence it was delegated to a member of nursing staff at all.  
You had one witness, Mrs Hume, who said that a nurse was the one who asked her to sign 
the form and named the nurse as a friend.  In fact, you have had evidence from the very 
doctor who obtained her consent and whose signature was on that form.  In my 
submission, that witness, Mrs Hume, was mistaken and/or confused.  Apart from anything 
else, she said that her friend took the consent off her about three or four days later when it 
was abundantly clear that her child was signed up into the trial within hours of the event 
in question.  You will remember her.  She was a single parent mother, and she was a bit 
vague.  She herself worked in the hospital, and she was a bit vague as to when it 
happened.  The doctor who took the consent was Dr Wilding.  You will recall that and 
you will recall Dr Wilding’s evidence and me asking Dr Wilding about the signing of that 
form, and Dr Wilding, in my submission, was a very impressive witness.  In the 
circumstances, this patient must be wrong.   
 
That aside, you have no evidence that this was delegated to a nurse.  Even if you had the 
case that, well, on one occasion the nurse took it, that does not mean that Dr Southall 
delegated it to a nurse.  Can I remind you of the evidence of Sr Wakefield?  She told you 
nurses did not take consent.  She told you that it was done by doctors.  She could not 
remember exactly what level, but she thought it was registrars.  She said she never took 
consent and as far as she was concerned, nurses did not take consent.  The key point is 
this:  you have no evidence that David Southall delegated it to a nurse, and therefore that 
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there was an inappropriate delegation.   
 
THE LEGAL ASSESSOR:  Sorry, just to pick up on a point, I am looking at 
Dr Southall’s audit.  He refers to a clinical nurse specialist.   
 
MISS O’ROURKE:  Theresa Wright.   
 
THE LEGAL ASSESSOR:  Do you say that would not count as a - I think the words in 
the charge are nursing staff?   
 
MISS O’ROURKE:  Yes.   
 
THE LEGAL ASSESSOR:  Theresa Wright is not nursing staff?   
 
MISS O’ROURKE:  No, because she was specifically employed for the purposes of the 
trial.  Sir, in any event, I appreciate the point your Legal Assessor makes.  Of course that 
is not evidence before you, in any event.  That audit was not put in.  I do not think it is in 
the Panel bundle, it is in a separate - I stand to be corrected. 
   
THE LEGAL ASSESSOR:  I checked that very carefully.   
 
MISS O’ROURKE:  I do not think anybody referred to it.  Sir, the point is you have no 
evidence of nursing staff.  Even if I am wrong about that and you do want to place 
reliance on that audit referring to the clinical nurse specialist, what you have to have is 
evidence of too many different medical and nursing staff and there is no evidence of 
different nursing staff.  It is the clinical nurse specialist, who is Theresa Wright.   
 
Sir, in any event, where is your evidence to support “too many different,” because, yes, 
you have heard from a number of different doctors.  Who says it is too many?  Not 
Dr Stimmler.  He was quite categoric about that.  He was clear that because you had to 
take consent within four hours and babies are born at all hours of the day and night that it 
was appropriate that it was taken by clinicians and those involved in the treatment, and if 
they were the Senior House Officers or registrars who are going to be treating the 
children, then that was appropriate.  Sir, where do you get evidence that it was too many? 
 The answer is that there is no evidence it was too many.  If it is said, well, you can infer 
that it is too many because it was not done properly because some parents say we were 
not appropriately consented, that is not a basis for inferring that it was too many, and that 
may be a basis for inferring that those particular doctors were sloppy in their work.  That 
is not a basis for inferring, we would submit, in circumstances where the burden of proof 
is on the Council, and it is to beyond a reasonable doubt standard, that it was some sort of 
deficiency in the responsible investigator, either in these procedures or training that that 
happened.   
 
Can I take you then to 11(b)?  “You failed to provide adequate training to those taking 
consent for the trial.”  That is, in my submission, a question of fact, unless it is said, well, 
here is the training, and here is an expert who says that does not meet the standard.  But 
you did not have an expert saying:  this training did not meet the standard.  You had an 
expert, not in trial, taking of consent, but in ordinary consent in clinical cases, and 
Dr Stimmler is saying, well, a lot of it in those days you learned on the job.  You have 
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had no evidence from a responsible investigator telling you what the standards would 
have been in ’89 and ’90 as providing training for a trial.  Dr Nicholson is someone you 
ruled inappropriate to give expert advice on clinical matters.  We say anything else that 
he said that may have touched on this issue cannot assist you in any way.   
 
As far as the doctors you heard from are concerned, some of them, yes, did not remember 
specific training.  A number of them did.  In particular, you heard Dr Livera talking about 
how she went down to the Brompton Hospital in London to have training.  You also had 
Dr Livera saying there was training at Stoke, and the evidence of Joe Raine who said he 
came to North Staffs on a number of occasions can doctors Southall and Samuels in order 
to provide training on such issues.   
 
You have no evidence that they failed to provide it or failed to provide adequate.  You 
have, in fact, the contrary from the various doctors that you have heard from that  
Dr Southall and Dr Samuels attended in Stoke, hosted them in London and were available 
to answer questions.  
 
You heard a lot about training given by Theresa Wright.  Of course, it does not say you 
had to give the training yourself personally.  If they trained Theresa Wright and Theresa 
Wright then trained all the other people and delegated it then, in my submission, that is 
sufficient. 
 
What I say is that you have no evidence, yet alone no sufficient evidence, to make out 
that head of charge.   
 
In respect of 11(c) I am not actually sure that you have, in fact, had evidence that 
Dr Southall wrote that parental information leaflet, I certainly cannot recall where you 
have had it if you have had it; that head of charge could well fall on that basis alone 
because you have got no evidence that he misrepresented it.  Even putting that to one 
side, the question of stating in a leaflet that the technique had been shown to be safe is a 
matter of opinion; it is not a matter of fact, it is a matter of opinion.  If it is the opinion 
and statement of opinion of Dr Southall you would need evidence that he subjectively did 
not believe it.  You have seen no evidence.  You have seen papers, you have had them 
handed in to you and you have been asked to read them and they are papers written by 
him.  You have seen that in his papers he has talked about his own experience and would 
have been in a position to offer an opinion.  You have no evidence that that opinion given 
by him was given recklessly or negligently or given wilfully incorrectly.  You have heard 
the evidence of Dr Stimmler on those papers.  Mr Forde cross-examined him about them 
and you have heard Dr Stimmler indicate that, yes, he would accept that it was 
appropriate to say that this was safe.  You, therefore, have no evidence for 
misrepresentation.   
 
You have also heard and can rely upon the evidence of Dr Morgan, Dr Livera and  
Dr Brookfield all of whom have been consultant neonatologists and, indeed, Dr Palmer.   
I think you have heard from four consultant neonatologists in relation to Dr Stimmler.   
 
In addition you can even retrospectively look at the Lancet papers, the Marlow study and, 
indeed, what has been said by Mackintosh and Craft.   
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We say that there in fact was no misrepresentation, that the technique had been shown to 
be safe, the technique is safe, there has never been anything to suggest that it is not safe 
other than Debbie Henshall with her complete lack of medical qualifications.  Therefore, 
the position is that that head of charge must fail because you have no evidence, yet alone 
no sufficient or credible evidence. 
 
Finally under head of charge 11, 11(d).  This is a very strange one, we say, to aim at a 
responsible investigator, particularly one that is 200 miles away.  “You failed to ensure 
that every parent had a copy of the parental information leaflet”. What on earth was he to 
do?  What is the duty of the responsible investigator, to be there 24/7 standing at the 
elbow of every doctor taking consent to make sure that they hand the leaflet over to every 
single parent?  The answer is “no”.   
 
He was the person doing the randomisation, he was not the person taking the consent.  He 
had to be kept away from the taking of consent because he was doing the randomisation, 
that is common sense.  So what is his responsibility as a responsible investigator?  You 
have heard no evidence from anybody who was a responsible investigator at the time in  a 
clinical trial such as this to say what the standard of the time was and what they would 
do.  Let me suggest this to you: it can be no more than to make sure that there is an 
available stock of brochures and that the doctors are told “when you take consent make 
sure that the parent has a leaflet”. What more can it be than that as a role of the 
responsible investigator?  Where is there any evidence that he did not discharge that duty, 
to make sure that there was available a stock of leaflets and that the doctors understood 
they had to give them out?  Every single one of the doctors involved in the consenting 
process who has given evidence before you has said, yes, they remember there being a 
parental information leaflet;, yes, they are pretty sure, although it is hard 18 years after 
the event, to identify the one in the bundle as the relevant one; and, yes, they would have 
given it to the parents, there would be no reason not to.  Not one of them has said there 
was a lack of leaflets or a lack of folders or brochures or photographs.  Not one of them 
has said  
“David Southall told us to withhold the leaflet or brochures”.   
 
Where is the evidence that supports a failure to ensure?  Indeed where is the evidence that 
actually supports the duty to ensure because the word “failed” implies there is a duty 
which has been breached.  Where is there anything from anybody expert or otherwise, 
that said he had a duty to ensure that every parent got one as opposed to a duty to ensure 
that those taking consent knew that it was important and, indeed, had a stock of leaflets 
and were able to do something with it?   
 
Let me move on to 12.  12 again is “in your role as responsible investigator”.  Again you 
have got the same problem.  You have heard no evidence from anybody who was a 
responsible investigator in the conduct of such a trial and during such a period.   
 
“You failed to ensure that the scores were allocated correctly”.  Well the answer is when? 
 That head of charge does not say, at the moment someone put the scores on the sheet as 
opposed to the moment that somebody put the scores on the database as opposed to at the 
moment somebody plotted the scores on the graph, which was going to be the key point.  
You will recall that the evidence that you have heard is that the scores were a 
management device to decide when the trial was going to come to an end so the relevant 
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point for totting up the scores and placing reliance on them is when they are plotted on 
the graph.  That plotting on the graph, you have heard from Jo Raine, was done by  
John Alexander.  You have heard it was done after he received the sheets from both  
Joe Raine and Theresa Wright.  You have heard that he corrected those sheets and then 
entered the material on the database and plotted them on the graph.  
 
Because these are disciplinary charges, because you must construe them strictly, because 
there is no time listed and because, as far as the principle or responsible investigator is 
concerned, the key moment is when those scores are allocated to a graph and allocated 
into the database, then the words “you failed to ensure the scores were allocated 
correctly”, there is no evidence to support that because in fact the system was set up by 
the responsible investigator whereby all of the data sheets were sent to a central point (a 
statistician) who was in a position then to tot them and check them and put them onto the 
database, put them onto the graph and prepare them for the statistical summary for the 
trial paper, which ultimately was going to be published; so there is no evidence that as a 
principle investigator he failed to ensure that they were allocated correctly.   
 
If that charge read something like “you did not ensure that your nurse specialist added up 
the sheets right or understood the sheets” then that would have been another matter but it 
does not say that.  It must be construed strictly.  Allocation of scores happens when you 
go into databases and they were allocated correctly at that stage and you have heard no 
evidence to the contrary.   
  
Then 12(d), “You failed to ensure that there was an appropriate method of scoring”.  
Where is your evidence in respect of this and what does “appropriate” mean in this 
context? The case was opened on the basis of statistics, it was not opened on the basis of 
morality or ethics.  The scoring system, as you have heard (again the evidence of Joe 
Raine) was devised by six paediatricians and a statistician and it was stress-tested and it 
was discussed at a number of meetings.  Why is it said that it is not an appropriate 
method?  Not appropriate judged against what?  Well, the only evidence that you have 
heard on this comes either from Dr Stimmler or from Professor Hutton.   
 
As far as Dr Stimmler is concerned he expressed concerns about a system that scored 
dead babies higher than live babies, but he accepted there were a number of different 
ways of scoring it.  He accepted he himself had never devised or designed a scoring 
system.  He accepted there were a number of ways that it could be done and there maybe 
difficulties as far as all of them were concerned.  He accepted that he had not given 
proper thought and consideration as to how you could do it in the alternative.   
 
You will recall that the case was opened by Ms Sullivan on the basis of saying  
“Dr Stimmler would have scored this in this way”.  Indeed, the newspaper the next day 
carried this “Top consultant says score for this baby would have been that and score for 
that one would have been this”.  But you will recall that when I cross-examined  
Dr Stimmler about it he really had not thought it through because he was busy giving “0” 
not appreciating that it was an inverse scoring system and not appreciating the balance of 
morbidity and mortality and, as a consequence, he climbed down.  There is some excuse 
for the mistake he made because, of course, he gave his evidence before Joe Raine gave 
his evidence and so he was disadvantaged by his own side in so doing. 
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The other evidence that you have that might be said to support this head of charge comes 
from Professor Hutton.  You have already heard my global comments on her.   She is not 
a witness upon whom you should rely because her own morality did not seem to allow 
her to take off her blinkers and see beyond what this was about and to give you the range 
of views that there were various ways of doing it.  In addition she made a number of 
mistakes in what she did and got a number of things wrong.   
 
Can I make these comments to you about the scoring system?  Firstly, the scores were 
against patient numbers and not names, yet she repeatedly went on about what message 
you were sending to parents when, of course, parents were not being given names against 
scores and it was not going to be published.  Secondly, this was not for dissemination and 
she did not seem to be able to get that into her head.  Clinical data was not what was 
going to be going out in the paper, it was not going to be told to patients.  Again I think it 
is one of my colleagues here who made the point, “What are you going to do, phone the 
parent up three years later with you publish the paper in 1996 and say ‘by the way are you 
interested to know your child scored this’?”  What the parents were interested in was how 
their child progressed as a result of the treatment.  
 
Professor Hutton offered continuing to score and said we were continuing to score and 
that was wrong when the baby was dead.  In fact Dr Southall’s system was not for 
continuing to score, it was her was continuing to score by putting “0” when she was 
scoring people for oxygenation and IPPV when they were not in fact having it.  She failed 
to take that onboard because she simply failed to understand it was an inverse scoring 
system. 
 
She repeatedly seemed to think that the score was a wellness indicator.  It was not and 
nobody said it was and, frankly, if she had read the paediatrics paper properly that would 
have been clear.  More than that, if she had read Joe Raine’s thesis, she did not do that.  
She came to give expert evidence against these people and had not even done them the 
service of reading Joe Raine’s thesis on what the scoring was about.  If she had taken it 
onboard she would have understood it was a morbidity outcome.   
 
She repeatedly addressed you about missing information.  It was not missing information. 
 The babies were dead, it was not like you had lost the scan or lost something else you 
had to fit it in.  They were dead; if you look at those questions the answers given on the 
scoring system were correct that they did not need oxygen as a result.  What was 
happening was scientifically they were not being given an outcome they never had.  Her 
scoring zero and Dr Stimmler scoring zero was giving them an outcome they had never 
had.  She was, in fact, imputing to them a condition and a score after death a clinical 
condition which never existed.  That is not what these doctors were doing.  They were in 
fact saying, well, they did not need oxygen, they did not need positive pressure 
ventilation, they did not have a pneumothorax.  She is the one who is getting it wrong and 
was scoring them.   
 
She was totally missing about the balance of risk and benefit and what in fact was being 
sought to be achieved from the study.  Why was she doing that?  Because she was 
arrogant beyond belief, she knows better than clinicians – doctors have got nothing to 
teach her.  She objected to my use of the word “assist”.  Well, surely that is what a 
statistician is, is assisting.  She thought she – she used her clever word “collaboration” 
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like she was running this trial.  Clinicians are entitled to ask statisticians to assist them in 
a score or a management device or a tool to help them reach the clinical ends that they 
want the answers to, but not in Professor Hutton’s world.  
 
She, in the circumstances, would have had to revise the whole scheme and all the 
questions in order to be able to criticise it but she could not be bothered to put the time in 
to do that and so she came here and gave you incomplete evidence and, frankly, it made 
her wrong.  
 
In the circumstances we say, “Where is the evidence to support ‘you failed to ensure that 
there was an appropriate method of scoring’?”  Can I highlight the “and”?  You will 
recall my questions to both Dr Stimmler and to Professor Hutton on the basis of  it was a 
valid way of doing, it may not have been the only valid way of doing it but even with the 
benefit of hindsight it may in fact be the most appropriate way of doing it.   That is the 
real point.   
 
You would have to say and find, in order to find any evidence to support that head of 
charge, that it was an inappropriate way of doing it, it was wrong to do it.  What is the 
basis upon which you are invited to do that?  That in five cases out of 122 a dead baby 
had a higher score than a live baby and three of them, the difference in scores was 
marginal, in two of them it was more significant.  I use the word, when I cross-examined, 
“counterintuitive”.  Dr Raine used the word “anomaly”.  You would have had anomalies 
the other way if you had adopted some other scoring system as I repeatedly put to 
Professor Hutton.  No system is failsafe in circumstances where you are starting from 
scratch, which is what they were doing here, where it is arbitrary, where it is untested (it 
cannot be tested until you do it) and so you have got to do the best.  You have got to do 
the best in circumstances where you were deciding what is it I want to learn?  These 
doctors wanted to learn not about mortality, they were learning about that separately, not 
through scoring but through monitoring the deaths, they wanted to learn about morbidity 
and the evils of chronic lung disease.  This was an appropriate scoring for that.  There is 
no evidence to support the fact that it was not.   
 
These are charges against responsible investigators and clinicians.  Professor Hutton’s 
evidence, even if you disagreed with me and thought she was a great witness and very 
eminent and had the right to do so, is not appropriate evidence against people who are 
responsible investigators and clinicians.  You are judging them as doctors.  Where is the 
witness who has been a clinician responsible investigator who has devised scoring who is 
going to come and give you evidence?  There is not one and that is why I say there is no 
evidence. 
 
Can I then turn to head of charge 14.  If I am right, of course, you have nothing left to 
consider under head of charge 14 because it has all fallen away.  If I am wrong about that, 
you then obviously have to look at each of the individual heads of charge as to whether in 
each case they are inappropriate, inadequate, not in the best interests and likely to bring 
the profession into disrepute.  It is very difficult to see “not in the patients’ best interests” 
in respect of this doctor because he had no clinical involvement with any patient in the 
trial.   
 
In terms of “inappropriate” and “inadequate”, those are decisions which have to be made 
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by the Bolam standard and your problem is this.  Where are you getting the expert 
evidence that is going to help you assess that, because what you are dealing with here is a 
consultant paediatrician and that is head of charge 1 against him:  “You were a consultant 
paediatrician and you were a responsible investigator”?  You have had no evidence from 
a consultant paediatrician whether as a responsible investigator or otherwise it would help 
you decide that anything that is left against Dr Southall would be inappropriate by the 
standards of consultant paediatricians in 1989 through to 1993 or, indeed, inadequate. 
 
As far as “likely to bring the medical profession into disrepute”, I say you have no 
evidence on that.  Indeed, on what you heard about this trial and how well designed it was 
and how ahead of the time it was, you have in fact the exact opposite as far as my client is 
concerned. There is an abundance of evidence here that he was ahead of the game and 
ahead of his time in devising a trial such as this which was well conducted, well run, well 
carried out and in respect of which at the end of the day after eleven years of a malicious 
complaint the heads of charge, and it is the one thing I do agree with Dr Nicholson on, are 
exceedingly thin.  That is on what was on the pages in front of you and they have got 
thinner as the evidence has gone on.   
 
Sir, in my submission, this really is a no case to answer.  It is not just that there is no 
sufficient or credible evidence on these heads of charge. This is a no case to answer.  
There should be a finding that Dr Southall is not guilty of serious professional 
misconduct and implicit within that would be a finding that this is a prosecution that 
should never have been brought. 
 
Thank you. 
 
THE CHAIRMAN:   Thank you very much, Miss O’Rourke.    Mr Foster, we will break 
for lunch, I think, and you can have a clean start at 2 o’clock. 
 
MR FOSTER:  Thank you, sir. 
 

(The Panel adjourned for lunch) 
 

THE CHAIRMAN:   I think we are all here.  Miss O’Rourke? 
 
MISS O’ROURKE:   Sir, can I just make two slight factual corrections lest there are 
people outside of this room afterwards reading the transcripts. I think I made an assertion 
that Dr Southall had no involvement with Queen Charlotte’s Hospital, he was at the 
Royal Brompton.  He tells me that I should probably correct that to say this.  He did have 
an honorary post at some stage as a Senior Research Fellow at the Institute of Obstetrics 
which is attached to Queen Charlotte’s Hospital.  He had no clinical responsibility, he 
cannot remember the dates and he cannot remember whether it was relevant to that time.  
I do not think it affects what I said, because I think it was in respect of the head of charge 
6(a), it was an adverse event that should have been reported to Queen Charlotte’s and 
North Staffordshire, but the allegation against him was a duty to in fact report it to North 
Staffs. It is just because we know other people do read the transcripts.  I would not want 
somebody to say that I had made a misrepresentation on his part and this was him again 
misstating things. 
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The other point that he tells me I should make is that when he did come to North Staffs, 
although I made the point he did not have an attachment on the Neonatal Unit, he did 
apparently provide emergency cover at night on the Neonatal Unit, because he was on the 
paediatric rotation.  He was not working as a neonatologist, but I think you heard one of 
the other doctor witnesses say when working as a general paediatrician you did a one in 
something on the Neonatal Unit. He would have done the same, but that would only have 
been from July 1992.   
 
Sir, I think those are factual corrections he would wish me to make.  I do not think they 
affect the validity of any of the points I made. 
 
THE CHAIRMAN:   Thank you, Miss O’Rourke.  Mr Foster? 
 
MR FOSTER:  Sir, I hope that the Panel has now received a copy of my skeleton 
argument. 
 
THE CHAIRMAN:   Yes, thank you. 
 
MR FOSTER:  I am obliged.   Sir, you heard from Mr Forde and myself at the beginning 
of this hearing an argument of abuse of process.  Formally I repeat and adopt the 
submissions of Mr Forde and repeat my own.  You may at this stage be in a position to 
review those submissions in the light of the evidence that you have heard. It may be that 
in the light of those submissions and in the light of the evidence you decide that there has 
to be a stay.  I say no more about it. 
 
Most of these submissions are directed towards persuading you that there is no case to 
answer as against Dr Samuels.  Miss O’Rourke has taken you in some detail through the 
legal preliminaries and I respectfully repeat and adopt what she has said.  I have set out in 
broad terms what the test is in paragraphs 1 to 3 of my skeleton argument.  I deal at 
paragraph 3.1 with the relevant part of Galbraith which was quoted to you by Miss 
O’Rourke.  I say that in this case you need get no further than Galbraith head one in 
relation to any of the charges against Dr Samuels. There is simply no evidence at all 
against him on any of these charges. 
 
If I am wrong about that then Galbraith limb two applies. You cannot allow this case to 
go any further unless you do what is forbidden by Shippey, picking out all the plumbs and 
leave the duff behind. There are precious few plums in Ms Sullivan’s case. 
 
You have to apply the Galbraith test to each of the elements in each and every charge.  If 
there is no evidence on one or more of those elements or if the evidence in relation to that 
element is so inconsistent or incredible or otherwise defective in Shippey terms then that 
is an end of that head of charge. 
 
Inconsistency was dealt with by Miss O’Rourke and I echo her submissions.  I still at this 
stage have no idea what the GMC’s case is in relation to most of the allegations as against 
Dr Samuels and the reason I do not know is because the evidence has been entirely 
contradictory.  Most of the parents, for example, were entirely exculpatory of Dr Samuels 
and the other clinicians.  Ms Sullivan had to obtain inculpatory evidence from other 
people, notably Dr Nicholson, whose evidence should be excluded on other grounds.  She 
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invites you to prefer the evidence of Dr Nicholson to that of Dr Stimmler.  It is a curious 
and uncomfortable position for a prosecution advocate to be in.   It is a position which 
makes very difficult the position of defence advocates addressing you at this stage as to 
what the case which they have to meet is. 
 
Paragraph 4 of my skeleton begins an overview of the position of Dr Samuels.  The 
substantive heads of charges 3 and 4 and, of course, head 6 relates crucially to both of 
those heads.  Both begin:  “In your role as an administrator of the CNEP trial”.    Where 
does the term “administrator” come from?  You will search in vain throughout the 
documents produced by the GMC for any reference to “trial administrator”.  There is 
certainly no contractual documentation which says that a trial administrator was a mantle 
which Dr Samuels accepted. Still less is there any job description. 
 
We first hear that expression in the charges which are faced by Dr Samuels.  I deal further 
with what the duties of such an administrator would involve.  I will return to that.  I say 
that because the charges are framed in that way and because you have to construe these 
allegations strictly as against the GMC, charges 3, 4 and the dependent charge 6 
necessarily fail.  You cannot go further. 
 
It is only if you are against me on that that any further submissions from me are 
necessary.  I will go on in case you are against me.  I have done relatively little in the 
course of this hearing and that is for a very good reason, that Dr Samuels’s involvement 
in this case has been peripheral.  He has only been mentioned in the course of the 
evidence in four contexts which appear under my head 4.3.  Firstly, he contributed in 
certain ways to the trial design.  The evidence about his contribution comes entirely from 
Joe Raine and I would invite you to turn up the relevant passages. They are all on Day 21 
in the transcript and to begin with page 57. 
 
First, that Dr Samuels was, according to Dr Raine, involved in discussions about the 
protocol.  We will pick it up on page 57 against letter G. 
 
Examined by Ms Sullivan Dr Raine says this: 
 

“Q We know that a protocol existed for the trial which 
accompanied the application in North Staffordshire.  Who was 
responsible for writing the protocol? 
A The first drafts of the protocol was written by Dr Southall and it 
was then altered by – I made some suggestions for alterations – Dr 
Modi and Dr Harvey at Queen Charlotte’s--- 
 
Q Were they consultants at the time, Dr Raine? 
A Yes, they were consultants – they were the two consultants at 
Queen Charlotte’s Hospital.  I think Dr Southall showed it to some 
other consultants as well to get other people’s comments. 
 
Q Do you know Dr Samuels? 
A Yes. 
 
Q Where was he based? 
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A At the Brompton Hospital. 
 
Q Was he involved in developing the protocol? 
A Yes.  I should have mentioned him as well, I am sorry.” 

 
So two observations.  Firstly, even to the mind of Dr Raine Dr Samuels was right on the 
outskirts.  He was only remembered by Dr Raine as an afterthought.  Secondly, of course, 
all this relates to the protocol at Queen Charlotte's.  It only links Dr Samuels to what later 
went on at Stoke if you say, and I suggest there is no reason for you to say, that the Queen 
Charlotte's protocol was adopted without alteration when it comes to Stoke.  That is a 
connection which Ms Sullivan has failed to make.   
 
Precisely the same comment about the gap between Queen Charlotte's and Stoke applies 
to all the other evidence which I am about to refer to from Joe Raine.  The drafting of the 
consent form, D21/60G: 
 

“Q As far as Professor Southall and Dr Samuels were concerned, 
were they involved in the approval of this consent form or the 
drafting of it?  
A I am sure they were.  
 
Q When you made your application to the Ethics Committee, did 
they make any suggestions in relation to it, do you recall?  
A I would say that Dr Southall was my supervisor so he was very 
closely involved, clearly being my supervisor.  Dr Samuels was his 
lecturer and Dr Samuels and  
Dr Southall worked extremely closely together.  There is no question 
that it would have been discussed by all the people that I mentioned: 
 Dr Southall, Dr Samuels and the consultants at Queen Charlotte’s.”  

Then there was discussion in Dr Raine's evidence about Dr Samuels's involvement in the 
development of the scoring system.  This is D21/83D we see this: 
 

“Q I am going to suggest to you that that is a true statement.  
Indeed, you have signed up to it as an author of the paper.  Can I 
suggest to you that the six paediatricians included the following and 
you can say yes or no to each one:  Martin Samuels?” 

 
That was all in the context of the discussion about the scoring system.  So so far we do 
not get any further.  We have Dr Samuels involved in discussions at Queen Charlotte's 
about Queen Charlotte's.  Ms Sullivan has failed to put Dr Samuels in Stoke at all but if 
Dr Samuels is connected to Stoke and if the trial design was arguably faulty, what is the 
evidence to connect Dr Samuels to any defects in that trial design?  Answer: there is no 
evidence at all.  For all we know Dr Samuels might have been arguing vociferously at the 
various meetings in which he was involved against any aspects in the trial design which 
may be proved to have be found faulty, in which case the GMC have failed to prove that 
he is in any way culpably connected with the trial.  You will not forget, I know, also that 
at all material times Dr Samuels was not a consultant.  
  
Secondly, Dr Samuels was involved in some CNEP training in London and at Stoke. The 
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evidence about the adequacy of that training is overwhelming.  Can I give you the 
highlights of the evidence about the adequacy of training. You will find it as follows: 
Wakefield, D14/29C - H and 42E to 43F; Arya, D14/80C - D; Newell, D17/16E - F; 
Lavira, D17/39C - 40F; Morgan, D18/14 E - F and 26C - 27F; Brookfield, D18/60A - 
62B and 64C - E; Wheatly, D18/76A - B and 84E - F; Palmer, D19/13E - 14A; Raine, 
D21/57D - E, D22/5F - 6B; D22/20D - G; Stimmler, D21/1H – 3B and then, again, 49A - 
B.  A very boring list but a list which contains references which all indicate, (a),  that the 
training was adequate/exemplary.  That it left the clinicians and others involved in the 
training confident about what was involved in the consenting process. All those who 
experienced it spoke of its high quality.  Even if that were not the case it has not - to 
repeat a point I made earlier - been shown that Dr Samuels was responsible for any 
arguably defective elements in that training.  Indeed, it has not been shown because of the 
complete absence of evidence about what amounts to trial administration that Dr Samuels 
assumed any responsibility for training.   
 
It may be, and we wait to see, that Ms Sullivan will invite you to say that inadequate 
training can be inferred from the fact which they assert that some parents did not have 
consent adequately taken from them.  Several points about that.  Firstly, we are dealing 
with a vanishingly small sample of the babies out of the 244 which took part in this trial.  
Several parents were called to give evidence.  What did they say?  The following parents 
understood that their child was enrolled in a trial: Henrietta Duncalf; Nicholas Duncalf; 
Hazel Demain; John Alcock; Lynn Alcock; Brian Hammond; Janine Hammond; Gillian 
Hulme and Andrew Sheridan.  Who is the General Medical Council left with as parents 
who say that they really did not understand what was going on?  Answer: they are left 
with the Henshalls and I repeat and adopt what Miss O’Rourke said about the weight 
which you can attach to their evidence, and Donna Shufflebotham.   
 
There are, of course, errors in recollection of some of these parents.  The understanding 
of some of them of precisely what was meant by randomisation is perhaps not all that it 
might be but how, I respectfully and rhetorically ask, can you conclude from that that 
there was any defect in the consent training per se, still less Dr Samuels's involvement in 
any consent training.  
 
You will recall that all the clinicians who were asked about this said that it is common 
place in clinical medicine for one to give explicit consent to patients and then to 
discovered later that they do not remember anything about it, or do not remember 
material aspects of it.  That was the fact which emerged from the literature which I put to 
Dr Nicholson yesterday.  The provable babies whose consent taking was, if you accept 
their version, inadequate amount here to two babies out of 244.  That is the 
Shufflebotham baby and the Henshall babies.  If that is the best the GMC can do then 
what you should conclude about this trial is that the consent taking was of exceptionally 
high quality.  Far, far better than the percentages which were achieved in any of the 
studies which I put to Dr Nicholson yesterday.  Far from this founding a case of serious 
professional misconduct it founds a case for applause.  
  
You could not, in any event, conclude that this was a result of inadequate training rather 
than error on the part of well trained consent takers and, again, you could not possibly 
conclude that any inadequate training that may be proved was a consequence of error on 
the part of Dr Samuels.  He, after all, was, as has been repeatedly said, 200 miles away in 
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London for most of the material times.  
 
The third respect in which Dr Samuels has been involved is that he was involved in 
randomisation.  It is not suggested that there was anything wrong with the randomisation 
and you heard descriptions from several people about what was involved.  All it involved 
was being rung up, being assured by the person on the other end of the phone that the 
entry criteria for the trial had been met and that consent had been taken and, of course, 
the phone call would not have been made if that was not the case, taking out an envelope, 
taking up a card and saying CNEP or no CNEP.  It was important that no clinical 
inquiries were made.  That there was a distance maintained between the randomiser and 
the patient and you have heard that Dr Samuels as a randomiser could not be and was not 
involved in any clinical management.  
  
I will now turn to the issue of Dr Nicholson’s evidence about what randomisation might 
or might not have implied.  You will find this on D27/4 of the transcript.  Ms Sullivan up 
until this point had been unable to get anybody or any document to say anything about 
what a trial administrator was.  She realised that it was getting late in the day and that Dr 
Nicholson ought to be asked about the issue in a desperate attempt to recover the position. 
 Hence the question at the foot of page 4:  
 

“Q What is the role of an administrator in a clinical trial because 
that, it is said, was the role that Dr Samuels had in this case?” 

 
She did not get the answer she had hoped for: 
 

“A The role of an administrator could be quite variable.  It would 
very much depend on what instructions that administrator had been 
given and had accepted as to their role…”  
 

Pausing there, we do not have any information at all about any instructions that 
an administrator had been given.  We do not have any evidence about what role 
Dr Samuels had accepted.  Dr Nicholson went on: 

 
“…and one would normally expect there to be some agreement in 
writing about what that role would be, whether it was purely to deal 
with administrative functions, whether it was involved with some of 
the research procedures, whether it would involve also obtaining 
consent.” 

 
Of course there is no such document.  Ms Sullivan, disillusioned by that answer, has a 
brave further go at the top of page 27: 
 

“Q I think you are aware from the evidence that you have seen and 
hopefully read, Dr Nicholson, of the extent of Dr Samuels’s 
involvement in this trial.  For example, it was either he or 
Dr Southall who randomised the children into the trial.  Does that 
give you any indication as to what role he was performing as an 
administrator? 
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We have in what follows one of the rare examples of an honest answer from 
Dr Nicholson: 
 

“A It does not precisely…” 
 
but then he realises who is paying him and he goes on having had a moment to gather 
himself:  
 

“It suggests that if he is doing much the same things as Professor 
Southall, then perhaps administrator is a less accurate term than co-
investigator.” 
 

Well, it is too late for Ms Sullivan to try to charge Dr Samuels as a trial investigator.  In 
drafting the allegations as against Dr Southall, Dr Spencer on the one hand and 
Dr Samuels on the other, in the way that she has, she asserts a distinction between a trial 
administrator and a trial investigator.  So it is not open to her to say, well, they are 
actually the same thing.  You can therefore rely on the evidence of Dr Nicholson at the 
top of page 27.   
 
Finally in relation to trial administrator, you will recall that Dr Nicholson has never been 
a trial administrator.  Indeed, as is quite plain from the bottom of D27/4, he does not 
know what one is.  There is therefore no expert evidence upon which you can rely as to 
the ambit of the role of a trial administrator and, accordingly, the charge necessarily has 
to fail on that ground, if no other.  You might think that the natural meaning of the words 
trial administrator are much more concordant with the secretarial duties in relation to the 
coordination of a big trial than they are with the job of a paediatrician such as 
Dr Samuels. 
 
Fourthly, so far as Dr Samuels’ role is concerned, he was an author of the paediatrics 
paper.  There are no longer any charges in relation to that authorship and, of course, mere 
authorship does not indicate anything at all about the assumption of responsibility for the 
trial itself.   
 
Finally in relation to this overview of Dr Samuels’ responsibility, can I invite your 
attention to the evidence of Dr Stimmler at D21/49A.  This is part of my 
cross-examination of Dr Stimmler.  In my submission, it represents a complete answer to 
all of the allegations which are levelled against Dr Samuels by the General Medical 
Council.  Right at the bottom of page 48, I ask this:   
 

“Q Dr Samuel faces several charges and I would be grateful for 
your comments on them.  It is said that he inappropriately delegated 
this task of taking consent to too many different medical and nursing 
staff.   
A He had to.”   
 

That is an end of 3(a). 
 

“Q He failed to provide adequate training to those taking consent 
for the trial.  I think you told Mr Forde yesterday that from what you 
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have seen of the evidence the training was very good and that the 
doctors who were taking consent seemed to know very well what 
they were doing.   
A Yes.”   

 
That is an end of 3(b).   
 

“Q The issue about the parental information leaflet has been dealt 
with.  ‘You failed to ensure that every parent had a copy of the 
parental information leaflet.’  
A I did not know whether that was so or not.  I said they should 
have had.  I did not know whether they did or not.   
 
Q It cannot be laid at Dr Samuel’s door...   
A No.   
 
Q ...if a particular individual parent was not given it?   
A That is right.”   

 
That is an end of 3(d).   
 

“Q Then:  ‘You failed to ensure that these scores were allocated 
correctly.”  So far as that is concerned, I think you have heard about 
the way the scoring was done?   
A Yes.   
 
Q The calculation of the scores was not done by Dr Samuels or 
Dr Southall at all? 
A No.   
 
Q So in that sense incorrect allocation of scores cannot be levelled 
at Dr Samuels, can it?   
A That is right.”   

 
That is an end of 4(b).   
 

Q   Then:   
 

‘You failed to ensure there was an appropriate method of 
scoring.’   

 
There has been detailed discussion of that this morning.  Let us 
assume that the Panel agree with you that the scoring should have 
been done in the way you say it should have been done.  Can it be 
said that Dr Samuels is guilty of a serious dereliction of his 
professional duty in taking a part in the devising of the  scoring 
system?   
A Not at all.  In any case, it is the sort of thing people can argue 
about, as we have argued this morning.  You are going to different 
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opinions.  It does not mean that if you have picked up one particular 
way it makes you culpable.   
 
Q Same goes to the question of score allocation?   
A Yes. 
 
Q If it is concluded that Dr Samuels by some construction of that 
phrase had a part in it?   
A That is right.”   

 
That is an end of the remaining allegations under 4.   
 
If it is not an end of the remaining factual allegations against 4, it necessarily means that 
the connected allegations under 6 cannot possibly be made out.   
 
That overview having been done, can I move on to consider, as I do, from paragraph 5 
onwards in my skeleton argument, the heads of charge individually.   
 
Head of charge 1 no longer concerns you.  Head of charge 2 is irrelevant for present 
purposes.   
 
Head of charge 3, many of the points pertinent to this I have already dealt with, and I am 
not going to weary you by repetition.  So far as “in your role as administrator” is 
concerned, I have dealt with that.  It is said that “in your role as an administrator of the 
CNEP trial, you failed to ensure.”  There are circumstances in the law where a duty to 
ensure something can be imposed, but they are few and far between, and this is not one of 
them.  The normal way of making allegations against medical practitioners in 
circumstances like this is to make an allegation that they failed, for example, to take 
reasonable steps to ensure.   
 
Here, it is said that there was some sort of duty to ensure a result.  For example, it is said 
in relation to 3(d) that Dr Samuels is guilty because he failed to ensure that every parent 
had put into their hand a copy of the parental information leaflet.  That cannot be right.  
Since it is for the GMC to bring and prove these charges, and since the wording should be 
construed strictly against the GMC, I say that there is a clear failure here to allege any 
remotely conceivably relevant duty and, therefore, on that basis, the whole of charge 3 
necessarily fails.   
 
The unanimous expert evidence is that it is necessary and appropriate to delegate 
responsibility for consent taking.  Again, I will cite the references which may help you.  
So far as delegation is concerned, Dr Stimmler dealt with it at D20/50C-F and D20/48H 
to 49A.  You might think that it was unnecessary to extract expert evidence in relation to 
that.  You might think it is a matter of commonsense that, in any busy unit, delegation is 
necessary.  For most of the relevant period, of course, Dr Samuels, again, was in London. 
 It would have been wholly inappropriate for somebody involved in the randomisation 
also to be involved directly in the consent-taking.   
 
3(a) “You inappropriately delegated the task of taking consent to too many different 
medical and nursing staff.”  I have already dealt with general issues in relation to 
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delegation.  There has been no evidence at all about Dr Samuels’ responsibility for, or his 
factual role in any delegation.  There has been no evidence, for example, that a letter 
issued from Dr Samuels or any other directive issued from him saying it is perfectly all 
right for any nurse of any seniority to conduct consenting and they do not need any 
special training for it.  That is the sort of thing which one might have expected were an 
allegation like this to be taken seriously.  We do not have anything approaching that.  We 
do not have any information at all about what Dr Samuels said or did not say what 
amounted to appropriate delegation.   
 
What is too many in 3(a)?  We still do not have any clear statement from the General 
Medical Council about it, but whatever it is, it is essentially a matter of what responsible 
clinicians would regard as appropriate delegation.  I have already given to you the 
references of Dr Stimmler’s evidence about the appropriateness of delegation.  What 
amounts to appropriate delegation will depend on lots of things.  It will depend on the 
seniority of the staff who are taking consent.  It will depend on the busyness of the unit.  
It will depend on the number of times you expect to have to take consent for CNEP.  
Dr Stimmler has given unequivocal evidence about that.   
 
The suggestion that the only responsible way to do it is by having a dedicated research 
fellow to do it like was done by Dr Raine in London is ludicrous.  I have no doubt that the 
clinicians at Stoke would have loved to have had the money for somebody to do nothing 
all day and all night and to concern themselves with CNEP.  That was not an option open 
to them.  It is not suggested there was anything irresponsible about doing it in the normal 
way.  Given the length of this trial, the numbers of people taking consent is a modest one, 
in any event, and it has not been suggested otherwise.   
 
3(b), training, I have dealt with already.  3(c) misrepresentation within the parental 
leaflet, the technique had been shown to be safe.  This does not begin to get off the 
ground, simply because it has not been proved that Dr Samuels was an author of the 
leaflet, nor has it been proved that he otherwise assumed any responsibility for it.  Miss 
O’Rourke has already made the point that in order to establish that such an allegation 
could amount to serious professional misconduct, the General Medical Council would 
have to show that there was some nefarious intent associated with any representation that 
was shown to be false.  They cannot begin to do that.   
 
In any event, the representation was true.  You have an abundance of information about 
that.  You have the BMJ paper.  You have The Lancet paper.  You have the evidence of 
Dr Livera D17/40H-50E, and 46F-47B; Brookfield, D18/47F-H and 54A-55A, 62A-E; 
Wheatley, D18/83F-H; Stimmler, importantly, D20/39H-40D, D21/5F-H and 43A-48H; 
and Dr Raine at D22/15A-C and 20A-D.  What that evidence amounts to is this: CNEP 
had previously been used both at Queen Charlotte’s and at Stoke before the trial began.  It 
was not a question when the Stoke CNEP trial started of clinicians saying, “oh, we have 
dreamed up a brand new system and it would be nice to see if it kills babies or not”.  This 
was a procedure with a well-recognised and systematically documented trial record. It 
had shown both at Queen Charlotte’s and at Stoke that this system was safe.  As in every 
medical system there had been problems prior to the start of the trial, the neck seal is one 
example.  They had been recognised, they had been addressed and they had been 
corrected.   
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The literature, which was available at the time, indicated also that CNEP was safe for the 
cohort of patients involved in the CNEP trial.  Dr Stimmler agreed with that proposition.  
I put to him a number of papers (I have given you the citation already).  Some of those 
papers related to CNEP, some of those related to analogous methods of extra-thoracic 
ventilation.  Dr Stimmler was clear that it was appropriate to extrapolate from the papers 
which did not involve CNEP to the CNEP situation.  He also agreed that it was 
appropriate to extrapolate from the patient cohorts addressed in those papers to the patient 
cohort that was the subject of the CNEP trial. 
  
Thirdly, the investigators here were not the sole arbiters of safety.  They put down in 
detailed terms exactly what the trial was going to involve and exactly what the literature 
was on which they relied and they gave it to an ethics committee.  The point of an ethics 
committee is to look, amongst other things, at the question of safety and the ethics 
committee expressly endorsed the CNEP trial.   
 
Very often it has seemed in the course of this hearing as if the defendants were members 
of the ethics committee which had rubberstamped this trial.  They are not.  It maybe that 
Dr Nicholson feels that those medical members of the ethics committee should be before 
you but unless and until they are a lot of the evidence, which has been heard, is irrelevant. 
The ethics committee came, we are to presume, responsibly to the conclusion which they 
came to.  In any event, the three defendants on this side of the room were entitled to be 
reassured by the endorsement of the ethics committee.  
 
There were other ethics committees who had oversight of similar or identical trials.  The 
evidence in relation to that is in Dr Raine’s evidence (D22/20-21).  It is right to say that 
he did not have specific knowledge of the Doncaster trial, but you saw yesterday, I think, 
a letter which confirmed that the Doncaster Ethics Committee were taking soundings 
from--- 
   
THE LEGAL ASSESSOR: I am sorry to interrupt, Mr Foster, because you are by no 
means the only or the worst offender in this regard, but many times in this hearing 
assertions have be made by counsel which you are now, on this one, turning into evidence 
because what in fact, if we look at the same passage on D22/20 you yourself made the 
point earlier in your submissions that the Queen Charlotte protocol was not necessarily 
identical to Stoke.  Now you submit that materially identical trials were endorsed by other 
ethics committees but no-one ahs any evidence of the protocols that were submitted and, 
indeed at 22/20G Dr Raine is saying he was aware of Hillingdon and that is the only one, 
he says.  Then you go on about Professor Milner and he was not aware of that.  Then you 
assert that there were 18 presentations by Professor Southall and he sort of says, “right”, 
which is a matter for the Panel whether that means “you are correct” or “right I will 
accept that from you”.  
 
MR FOSTER: Indeed.  I have admitted the caveat about Doncaster.  You had yesterday a 
letter from Doncaster saying that the ethics committee after some minor amendments to 
the protocols gave permission.  It is right to say that we do not have any knowledge of 
what exactly they considered.  But certainly in relation to Hillingdon (this is Raine 
D22/20) we can infer or I invite the inference that the submission to Hillingdon was 
materially the same as the one which had been dealt with at least at Queen Charlotte.  So 
certainly it related to CNEP in young children.  
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Certainly in relation to Doncaster we know that Doncaster were taking soundings from 
Professor Milner by virtue of the letter which was handed up to Dr Nicholson yesterday, 
but I acknowledge that I cannot take the other ethics committee’s points any further than 
that. 
  
Certainly though we have evidence that the Stoke CNEP trial received an MRC alpha 
rating and that that involved detailed peer review.  There is evidence that the CNEP trial 
was discussed with other clinicians, including those at other centres who were interested 
in CNEP.  Professor Southall and, I am instructed, Dr Samuels too were involved in 
presentations to some of those other centres that we say amounted to an informal type of 
peer review.  The Stoke CNEP trial was, of course, looked at retrospectively, the Panel 
has seen the evidence which relates to that, and it received an emphatic endorsement.  
 
The only suggestion that CNEP is unsafe that has been made at any time has come from 
the Henshalls and they have been, despite years of scurrying around looking for one, 
unable to find a single clinician to support that contention. 
  
3(d), “you failed to ensure that every parent had a copy of the parental information 
leaflet”; I have dealt with that already.  
 
Head of charge 4.  As far as the stem is concerned, “administrator”, I have already made 
all the points which I would wish to make. (b), “You failed to ensure that the scores were 
allocated correctly”.  Well, allocation was delegated.   It is not suggested that it was 
wrong to delegate per se.  It has not been suggested that delegation was to people to 
whom it was inappropriate to delegate.  There can be no duty to ensure that the scores 
were allocated correctly for all the reasons which I have indicated earlier when I have 
addressed the verb to “ensure” and, accordingly, I say you need go and can go no further 
in relation to head of charge 4.  
 
There has been abundant evidence about the mechanics of allocation.  Joseph Frayne did 
it at Queen Charlotte’s Theresa Wright and Kate Lucking did is at Stoke.  The scores 
were then checked by the statistician John Alexander and he compiled spreadsheets from 
it.  He then analysed the results and passed on the results for discussion and for writing-
up to the clinicians.   
 
I still find it difficult to understand how the GMC puts its case under 4(b).  It seems that 
there are two areas of criticism.  Firstly, in relation to the wrong doubling. The fact of the 
matter is that whoever was responsible for the system, it was a system which worked by 
picking up defects in the scoring system like there were.  The scores were doubled, they 
were corrected and no harm was done; I await to see whether Ms Sullivan still maintains 
that as an allegation against Dr Samuels.   
 
Then, apparently she says, there was wrong interpretation of clinical information, in 
particular the head scans.  That cannot possibly cut against Dr Samuels.  It is not 
suggested that he was responsible for looking at the head scans or for any 
misinterpretation.  The only way in which it could be laid at Dr Samuels’ door was by 
saying that the delegation was to people who were manifestly incompetent to do it.  
Nobody has suggested that.  That head of charge has to fail.  
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(c), “You failed to ensure that there was an appropriate method of scoring”.  Ms Sullivan 
made it clear in her opening that there was no ethical colour to this allegation, all that was 
being alleged was a methodological failure.  As far as Dr Samuels’ responsibility for this 
is concerned, I have already dealt in outline with it; the references are in paragraph 8.3(b) 
of my skeleton argument.  Miss O’Rourke has dealt with it in some detail so I will be 
very quick.  This was a management device.  The purpose of it was to ensure when the 
trial should stop.  It succeeded.  The trial stopped at the same time that the scoring system 
designed in the way that Professor Hutton would have preferred it to be would have 
stopped the trial.  It was a sophisticated system, part of a trial, which Professor Hutton 
said, “overall was excellent”.  It was devised after a good deal of consultation and,  
I would say, collaboration with trial statisticians and others.   
 
So far as liaison with statisticians are concerned there are these important references: 
Stimmler D21/39C-40E; Raine D22/21F-2A; and Hutton D25/15F-G.  The jist of that is 
to identical effect: (a) there was liaison; (2), it was liaison to appropriate people; (3), it 
was liaison at an early and commendable stage.   
 
All the details of the scoring system were laid out in the paediatrics paper.  The peer 
reviewers of that flagship journal did not think that there was anything wrong with it.  
Nobody subsequently, until we get to Dr Nicholson and Professor Hutton, suggested that 
there was anything wrong with it.  There was good deal of discussion about the way that 
the scoring system should have been set up before it was instituted.  A number of 
different types of expertise were brought onboard, including statisticians.  This was not a 
case of something being cobbled together in an informal way.  There was a good deal of 
peer review before it was ever put into a brochure.  
 
What did Professor Hutton’s objections amount to?  Professor Hutton, as she read herself 
into the case and as she had things explained to her, primarily by Miss O’Rourke, 
appeared to understand the system better and better and accordingly her criticisms 
mellowed.  The final basic criticism, which she made, was that the system might have left 
the clinicians involved in the trial “open to misunderstanding”; so that is the height of  
Ms Sullivan’s case in relation to the culpability of the scoring system but it does not get 
anywhere near what Ms Sullivan needs in order to maintain this. 
 
Professor Hutton seems herself to have misunderstood.  If people misunderstand, that is 
really a criticism of them, not of the people who work out a perfectly comprehensible and 
effective and practical system. 
 
The context of all this, of course, is that it related to only five pairs of dead babies being, 
according to Professor Hutton, over scored out of a total of 122.  That is why we are 
facing head of charge 4(d). 
 
Head of charge 6.  I adopt Miss O’Rourke’s observations about this head of charge.  It is 
impossible to see how anything which is alleged could possibly be not in the patients’ 
best interests.  I await with interest to see how Ms Sullivan puts her case under 6(c).  So 
far as (a) and (b) are concerned, Dr Stimmler has answered the relevant Bolam questions 
unequivocally in Dr Samuels’s favour in the passage which I have read out and in several 
other places.   
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So far as Dr Nicholson is concerned, I repeat and adopt all of Miss O’Rourke’s criticisms 
of him. He is plainly not an independent expert, but even if you think that he is the best 
and most independent and most objective expert in the world, he does not have anything 
material to say about any of the charges relating to Dr Samuels and, accordingly, I do not 
concern myself with him. 
 
Likely to bring the medical profession into disrepute?  Only if things had been so 
maliciously misrepresented as the Henshalls have done. 
 
I have made in the course of my submissions on the facts most of the submissions I would 
make under head 10, serious professional misconduct, but before I leave the facts 
completely can I respectfully, and I am sure unnecessarily, remind you that head of 
charge 6 so far as the burden and standard of proof is concerned is no different from 
heads of charge 1 to 5.  The criminal standard applies to each of those and accordingly it 
will be impossible for you, given Dr Stimmler’s evidence, to find that 6(a) through to (d) 
should go forward. 
 
Serious professional misconduct.  You will consider this if you consider that there is 
some evidence on heads of charge 1 to 6 which is sufficient and credible.  In my 
submission, it cannot be found that even if all the allegations under 1 to 5 are made out 
that  
Dr Samuels’s conduct described there could pass the tests laid down in Meadow, laid 
down in Prowse.  Is he even on the pleaded case against him guilty of deplorable conduct 
worthy of condemnation by the profession deserving of the public opprobrium which 
necessarily attaches to the label “serious professional misconduct”.  In my submission, 
we do not get anywhere near that. 
 
Sir, those are my submissions.   
 
THE CHAIRMAN:   Thank you very much, Mr Foster.  I think the intention, Mr Forde is 
that we will hear from you tomorrow, is that right? 
 
MR FORDE:   For reasons best known to himself, my client is very anxious to hear me 
make submissions on his behalf and he is not here today, as you know, so I would have 
been happy to carry on, but I think he also wants to see what I have prepared before  
I address you.  I am hoping that that will mean I will be a little shorter, because I will 
have more of it in writing for him and for you, but I would not envisage being any longer 
probably than Mr Foster has just been. Sir, I hope that is useful. 
 
THE CHAIRMAN:   That is helpful, Mr Forde.  In view of the fact that we know that 
neither Miss O’Rourke nor Mr Foster are going to be here tomorrow we are not under any 
pressure of time in any event and so if you are right about that then it looks as if we will 
have a relatively short day tomorrow and, Ms Sullivan, we will be expecting to hear from 
you on Thursday, I think. 
 
MS SULLIVAN:  Yes, sir. 
 
THE CHAIRMAN:   Very well, that is a helpful indication, Mr Forde, thank you very 
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much indeed. 
 
MR FOSTER:  Sir, as to Thursday I think you know something of my personal 
circumstances. 
 
THE CHAIRMAN:  Yes. 
 
MR FOSTER:  I would be very much obliged if we could start just slightly later on 
Thursday, perhaps 10 o’clock, which would allow me to come up on the Thursday 
morning.  I anticipate, I think we all anticipate, that in any event we would have plenty of 
time on Thursday to get through what has to be got through. 
 
THE CHAIRMAN:   Yes.  You are travelling up from London presumably. 
 
MR FOSTER:  From Oxford. 
 
THE CHAIRMAN:   Shall we say 10.30 on Thursday morning? 
 
MR FOSTER:  I am very much obliged, sir, thank you very much. 
 
MISS O'ROURKE:   Sir, can I just raise two things.  Firstly, I should have said in respect 
of my submissions and it is my head of charge 14, Mr Foster has made the point in 
respect of his head of charge 6, that I too adopt the submission that in looking at 14(a), 
(b), (c), (d), inappropriate, inadequate, not in the patients’ best interests and likely to 
bring into disrepute, because of the way those are charged those  are not matters of 
judgment such as serious professional misconduct which is the catch all at the bottom.  
Those are matters which fall within the prove beyond reasonable doubt on an old rules 
case.  They are matters that you have to be satisfied beyond reasonable doubt.  They are 
not part of your judgment, because of the way they are framed, so I adopt the same 
submission that  
Mr Foster does. 
 
Secondly, sir, as you know, I am not able to be here tomorrow and I am grateful that you 
have excused me to be in the GMC in London.  My client does not intend any disrespect 
to Mr Forde and he has already apologised to him, but he is not going to be here 
tomorrow because he is due to go to Gambia soon to do some of his international aid 
work and he has got to make some preparations tomorrow.  He has assured Mr Forde he 
means no disrespect and he will read his submissions, as indeed will I, but, sir, it was to 
explain to you, the Panel, why he will not be here tomorrow either.  He will be here on 
Thursday to hear Ms Sullivan and obviously to hear what your learned Legal Assessor 
has to say. 
 
THE CHAIRMAN:   Thank you.  Mr Foster? 
 
MR FOSTER:  Sir, Dr Samuels was not proposing to be here tomorrow either.  Again, he 
intends no discourtesy to the Panel.  We shall be reading the transcript of Mr Forde’s 
submissions, but we are not expecting any dangerous misrepresentations.   
 
THE CHAIRMAN:   Very well.  In that case we will adjourn now until 9.30 tomorrow 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D31/63 

Transcribe UK 
VRS Ltd 

01889 270708 
 

morning when Mr Forde and Dr Spencer will be here and I confirm what I said to  
Mr Foster that when it comes to Thursday we will aim for a 10.30 start on Thursday 
morning. Thank you all very much. 
 

(The Panel adjourned until 9.30 am on 
Wednesday 25 June 2008) 
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THE CHAIRMAN:  Good morning, everybody.  We continue with the case of  
Dr Spencer, Dr Southall and Dr Samuels, although I should say that, with the knowledge 
and agreement of everybody, Miss O’Rourke, Dr Southall, Mr Foster and Dr Samuels are 
not here this morning.  Mr Forde.  
 
MR FORDE:  Thank you, sir.  I hope by now a copy of my skeleton argument - which is 
fairly fleshy - has reached you.   
 
THE CHAIRMAN:  It is just coming. (Same handed to the Panel)   
 
MR FORDE:  Sir, can I indicate I have had a great deal more time than my colleagues on 
this side of the room, so what I have attempted to do - I hope helpfully - is to give you all 
the relevant references to the transcript from Dr Spencer’s perspective and, where 
sensible, I have actually cut and pasted in some of the evidence that was given from the 
relevant transcripts.  I have attempted to make that obvious by italicising the quotes and 
also putting them in bold.  It has gone slightly awry in one place, which I shall point out 
to you.   
 
I am not going to read the whole of the document to you because that would defeat the 
object of the skeleton.  I remind you, as you were reminded by Miss O’Rourke and  
Mr Foster yesterday, that you have the power under Rule 27 of the old Rules to accede to 
one of two submissions.  The first is insufficient evidence has been adduced to find the 
charge or charges proved.  That, I would say, would be of particular relevance to heads of 
charge 15 and 16, for instance.  Or that such evidence as has been adduced is insufficient 
to support a finding of serious professional misconduct.  That, if you do not accede to my 
first submission, would apply in particular to the criticisms of the design of the trial and 
the nature of the application made by Dr Spencer.  These are, in my submission, trivial 
complaints which ought not to be capable of founding a finding of serious professional 
misconduct.   
 
I have indicated on page 2 that, as you know, the General Medical Council bring the case 
and must prove it to the criminal standard.  The doctor has to prove nothing and may 
decline to give evidence.  I have indicated that the applicable test ultimately is proof 
beyond reasonable doubt.   
 
I concede - I hope fairly - that you are not necessarily deciding any factual matter 
applying that standard at this stage.  You do not have to ask yourself, “Am I convinced 
beyond reasonable doubt that Ms Sullivan’s case is proven?” because it is perfectly 
acceptable for Ms Sullivan to address you - as I am sure she will - on the basis of where 
there is some evidence capable of proving the charge which is cogent, reliable and 
consistent, that the case should continue.  I am sure she will address you on that basis.  It 
is, however, the strong submission that I make on behalf of this doctor that the evidence 
that has thus far been called is inherently weak, inconsistent, unreliable and implausible.   
 
I state in the third paragraph on page 2 that you should attach particular weight to the 
contemporaneous documents, compiled at the time when proceedings were not 
contemplated, as more reliable than recollection many years after the event.  Now, like  
Mr Foster, I do rely upon the skeleton I submitted in relation to abuse of process.  You 
will be aware from the Smolinski case that Ms Sullivan put before you that you have a 
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duty to continuously review matters as regards the fairness of this hearing and delay.   
 
Even if you have not reached the view that the delay has made life very difficult for these 
doctors, in my submission you can, when you are sifting the evidence, attach far more 
weight to the nursing notes and clinical records, and even the scoring sheets if you are 
looking at the system, than recollection.   
 
Almost every witness stated that they found it difficult to recollect the subtleties and 
nuances of medical practice at the time.  Therefore, unless you are satisfied that it 
demonstrated that the contemporaneous documents - in particular the nursing notes 
written in different hand at different times, at different timings - have been entirely 
fabricated, then you should prefer those, if they assist you, in determining any factual 
matter at this stage.   
 
There is an irony in terms of the notes because, of course, the General Medical Council in 
relation to the blood pressure complaint, that not being monitored, place reliance upon the 
absence of notes.  In my submission they cannot have it both ways.  They cannot say, 
“We rely upon the absence of a note as indicating that a test was not done, so therefore 
the notes are reliable”, but as Mrs Henshall seems to suggest, they are unreliable when 
they do not accord with their recollection.   
 
Can I just momentarily address the question of the evidence of Mr and Mrs Henshall?  
You heard Miss O’Rourke say on many occasions that they were both liars.  Now, I do 
not have instructions to make that assertion.  It is entirely a matter for you as to whether 
you feel that it has been demonstrated that their evidence goes beyond mere unreliability 
and is actually a wilful misleading view, as a Panel.   
 
There is a kinder, gentler - if I can use that phrase - way of dealing with their evidence, 
and it is to see it in the light of memory lapse and human fallibility and the tenacious 
motivation they have seen in relation to the tragedy that befell Patient 7 and the 
unfortunate condition that Patient 6 finds herself in.  We can all sympathise with parents 
who have had to deal with the death of a child, a neonatal death, and having to look after 
a child who has suffered brain damage in the way that we know Patient 6 has.   
 
Both parents, in answer to questions from myself, made it very clear that they still believe 
in their heart of hearts - and no doubt will always believe - that the CNEP trial caused or 
contributed to the death of Patient 7 and the brain damaging events which occurred to 
Patient 6.  That, despite the fact that they have not been able to find any medical support 
for those assertions.  I put to Mrs Henshall the fact that the best that the experts could do 
would be to date the brain damaging events between 25 and 35 weeks, and Patient 6, as 
you know, was born at 32 weeks.   
 
Mrs Henshall was adamant that because the use of the word premature occurred in that 
document, it had to be post-birth; it could not have been an in utero insult to the brain.  
Whilst that is not something that you need to determine, we on this side, and acting for  
Dr Spencer, have considerable sympathy for their perspective, but we say it is misguided 
- understandable but misguided.  It would be perfectly permissible for you, in looking at 
their evidence, to conclude that they have, because they have assimilated so much 
knowledge about the CNEP trial and because they feel strongly that it has caused or 
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contributed to the condition of Patient 6 and the death of Patient 7, fitted the available 
evidence into that model, a causative model.  It is not uncommon that that happens.  They 
have now convinced themselves that the matters which would assist them in completing 
that model occurred as matters of fact rather than matters of speculation, or in certain 
instances matters which are simply utterly implausible.   
 
Miss O’Rourke, for instance, dealt with the evidence relating to Dr Newell.  Mrs 
Henshall remains adamant that Dr Newell was not the person whom she spoke to at the 
relevant time.  Dr Newell told you that she had signed the consent form, countersigned it. 
 It is a matter for you as to how you resolve that, but it does not necessarily mean you 
have to conclude that Mr and Mrs Henshall wilfully sought to mislead you.   
 
I go on to deal then with the law, very briefly.  Anything I say, of course, is subject to the 
guidance that you are given by Mr Forrest.  I differ slightly from my learned friends in 
terms of approach.  I have dealt with Galbraith and Shippey and you have heard a great 
deal about those cases.   
 
In my submission, Dr Spencer is entitled to a bolder approach on your behalf to the 
evidence than that of a judge sitting with a jury, as you are judges of law and fact.  A jury 
must follow a judge’s legal direction; it is mandatory.  A Legal Assessor, as Mr Forrest 
has been at pains to stress, only gives advice, not direction.  The Panel can reject the 
advice of the Legal Assessor as long as it gives its reasons for doing so in writing.  That 
occurs rarely but under the old Legal Assessor’s rules - this was debated in the case of 
Nwabueze v the General Medical Council where I had the privilege of appearing for  
Dr Nwabueze - the Privy Council made it clear that you are the ultimate arbiters of law 
and fact.   
 
There is a slight typographical error.  It should be “the Panel will be well acquainted with 
Galbraith”.  I have tried to summarise, I hope accurately, there is no evidence the case 
must be stopped - I say that particularly pertains to charges 15 to 20 - if it is of a tenuous 
character because of inherent weakness or vagueness or inconsistency the task is more 
difficult.  In my submission, the evidence that has been called thus far, taken at its 
highest, is such that no Panel, properly directed, could find the charges proved and you 
should therefore bring this hearing to a conclusion.   
 
I rely upon the proposition that you must look at the whole of the evidence and not select 
“all the plums and leave the duff behind”.  Even at the close of the prosecution case, and 
even if there is some evidence which if accepted could entitle you to reach a finding 
adverse to the doctor, you can in my submission robustly reject it if not accepted, because 
it is conflicting or contradicted for some other reason.   
 
For the benefit of the learned Legal Assessor and my learned friend, Ms Sullivan, I am 
relying upon page 493 of the 2008 edition of Archbold.  It is paragraphs 4-296 and 4-297, 
where it is stated that:   
 

“In their summary jurisdiction magistrates are judges both of facts 
and law.  It is therefore submitted that even where at the close of the 
prosecution case, or later, there is some evidence which, if accepted, 
would entitle a reasonable tribunal to convict, they nevertheless have 
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the same right as a jury to acquit if they do not accept the evidence, 
whether because it is conflicting, or has been contradicted or for any 
other reason.”   

 
So you can go a stage further, a sort of Galbraith plus test, than a jury directed by a 
judge.  I ask you to bear that in mind, as I say, subject to Mr Forrest’s direction, when 
you come to look at the evidence.   
 
I then set out the charges.  You can go swiftly to page 7.  I suggest to you that there are 
only three areas of criticism:  the application to the Ethics Committee and the existence of 
any obligation to inform them of protocol changes and a clinical event at Queen 
Charlotte’s Hospital; the design of the trial, including its administration as regards the 
training of staff, the taking of informed consent and scoring systems; and, finally, the 
clinical care of Patient 6 during 15/16 December 1992, including the communication of 
ultrasound scan results to her parents and the alleged failure to undertake a scan prior to 
her discharge on 7 January 1993.   
 
I submit, in respect of all of those categories, that the General Medical Council have 
failed to call any cogent, credible or reliable evidence capable of proving any element of 
any charge.  I go on to say alternatively, in respect of any charge where there is a scintilla 
of cogent, credible and reliable evidence, the finding of such a charge proved could not 
amount to serious professional misconduct.   
 
I remind you that such a finding is not lightly made.  I rely upon the submission of  
Miss O’Rourke when she read you the relevant passages from Preiss.  It was the speech 
of Lord Cooke where he spoke in terms of the moral turpitude that might be, or 
opprobrium, visited upon the head of any offending doctor.  These are serious matters.  
These are serious charges.  The departure has to be a serious departure from recognised 
professional standards extant in 1989 and 1990, which again is an important 
consideration.   
 
My client has asked me to make a correction on page 8.  When I am dealing with the 
application, I say it was:   
 

“... properly made with appropriate detail with proposed adjuncts to 
the main trial.  It is ludicrous to suggest that a failure to subject 
every neonate to every proposed” 
 

- “investigation” he says that should be, rather than “treatment” -  
 

“regardless of clinical condition could amount to serious 
professional misconduct.”   

 
Every doctor called has stated they were well-informed and properly trained.  An 
unrepresentative sample of parents has largely confirmed they knew their child was to be 
entered into a trial and they could withdraw at any stage.  The patient information sheet 
and supporting literature was by 1989 standards exemplary.  You have, by way of 
contrast, the Queen Charlotte patient information sheet.  You now have the Doncaster 
information sheet, which does not give the information in relation to withdrawing from 
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the trial, which was an important factor.   
 
I say this was a well run trial, involving well trained dedicated professionals.  It has been 
questioned by complainants who remain convinced that CNEP was responsible for the 
death of one child and the brain damaging of another.   
 
The modifications to the trial were so minor that in the exercise of his clinical judgment 
Dr Spencer was entitled to allow such modifications early in the trial.  I remind you - it is 
the letter at page 19 behind tab 1 in our C7 - that Dr Raine, when he wrote to Dr Spencer 
about these matters, not only described the changes as minor and appeared to leave it to 
his discretion as to whether they were notified to the Ethics Committee, but he also 
indicated that the overall scoring was to be changed at 56 days of age rather than a 
discharge home.   
 
That is important because this is 15 May 1990 and you know the trial started in April.  
There was not a child, in all probability, within the trial who was going to be scored at 
greater than 56 days.  This really was so much at the inception of the trial that it was not 
going to have any radical effect upon the ultimate outcome and the academic plausibility 
of its conclusions.   
 
Retinopathy of prematurity, as you will see when I deal with it later, was something 
which was peripherally involved in terms of respiration.  It was not something that 
affected respiratory drive or that which was being researched, but it was known - and had 
been known for many years if not decades - that applying oxygen in these circumstances 
at too high a concentration for a very lengthy period of time led to blindness.  In trying to 
keep a child alive, you could blind them, unfortunately.  That was something that was 
separately looked at and separately monitored.  It was not a change which was likely to 
affect validity of the trial.   
 
On page 9 I start to set out the evidence relating to each charge.  Again, I am not going to 
take you through that in detail.  You will have well in mind how the case was opened by 
Ms Sullivan.  Her particular criticism is set out really on page 10, that near infrared 
spectroscopy, inter-cranial pressure monitoring and Doppler ultrasound did not take place 
within the CNEP trial.  The NIRS was the subject of a later separate application.  We say 
that is perfectly proper and in fact it is evidence of good ethical practice.   
 
There is a suggestion which was not really pursued in my submission in evidence, that 
there might have been additional discomfort suffered and that the answer that the 
procedures would involve minimal discomfort was incorrect.  The assertion is made that 
babies receiving CNEP would have been exposed to more instrumentation than those 
receiving standard therapy.  In my submission that is not at all the case.  You know, and 
you heard from many witnesses, that positive pressure ventilation or standard treatment 
was, or could be, very invasive indeed.  CNEP, by contrast, was not invasive.  It did 
involve the tank and the assistance with respiration, but it did not involve any potential 
for damage to the alveoli or any part of the lungs, nor the potential for damage to the 
trachea when intubating, which is an unpleasant procedure and can introduce infection.  
This was non-invasive, as the NIRS was explained to you by Kate Palmer.  It really 
involved nothing more invasive than the technique that was used for pulse oximetry, she 
told you.  Nobody suggested that specific consent was needed for that.  So quite properly 
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sought.   
 
Dr Wildig dealt with this in evidence as well.  There has been no evidence about the  
inter-cranial pressure monitoring, suggested that it was not in fact done.  Doppler is 
non-invasive.  You will be well familiar with how it works.   
 
Even Dr Nicholson, and I will return to his evidence in a moment, at day 30, 42-44, did 
not regard this as a serious criticism and did not see it as “fantastically culpable” -  that 
really is the test when you are looking at serious professional misconduct - “but 
nevertheless if it is not designed to mislead then it is just sloppy”.  That is the GMC case 
in my submission at its absolute highest.   
 
Sloppiness, which we do not accept but you may find in the exercise of your discretion, 
should not lead a doctor to be sitting where Dr Spencer sits.  It cannot be right that a 
doctor who is applying for permission to carry out proposed research, we say only where 
clinically indicated, can be castigated for not doing more to a patient rather than less.   
 
You heard from Dr Palmer that as far as the NIRS is concerned the priority was to 
stabilise the child in terms of its ventilation before applying NIRS.  It is my submission 
that any medical member of the Stafford Ethics Committee would have been well aware 
that the investigations would not necessarily take place all at the same time and at the 
very inception of the trial.  
 
Charge 6 deals with the neck trauma.  I adopt Miss O’Rourke’s approach.  This is not 
neck trauma, which is suggestive of decapitation or dislocation; it is trauma to the skin of 
the neck only. The state of the medical art regarding the reporting of adverse events was 
variable and is not clear from contemporaneous documents.  We are not impressed by  
Dr Nicholson’s reliance upon obscure European guidance, guidance more applicable to 
drug trials where there is lengthy experience of serious adverse events, nor guidance, 
which was aimed fairly and squarely at research ethics committees.  We ask you to bear 
in mind that there is a period of filtering of guidance from the ethics committees, we 
would say on behalf of the doctors, down to clinicians.  Dr Nicholson may well have been 
in the vanguard of change with a particular specialist interest in ethics developed, he tells 
us as a junior doctor, but he is not representative of clinicians.  He was to concede at the 
beginning of my cross-examination of him, I think on day 24, that he was not applying 
the clinical standard so far as these doctors were concerned.  He is unhappy with Bolam, 
clearly, but you must bear in mind that these clinicians are to be judged by the standards 
of the ordinary competent practitioner practising their art in 1989/1990 and not some 
enhanced ethical standard, which is why we say Dr Stimmler is a perfectly acceptable 
expert with evidence given by him about his understanding, in basic terms, of the ethics 
of research.   
 
Dr Stimmler did not support this charge.  I have set out, I hope helpfully, all the 
references to other doctors who dealt with it.  He said it was serious, the adverse event. 
When I asked him whether he would have expected the trial investigators to have 
reported this incident to the respective ethics committee he said this: 
 

“I would think not. It is the sort of problem that arises in general 
neonatal care, even in children that are not on a trial”, 
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and then he dealt with intravenous drips and lesions.  You will recall that I also asked 
questions of him and other witnesses about the electrodes, scarring and lesions.  He did 
not think it would have been reported to the Ethics Committee.  He thought that 
everybody in the study should have been told about it, but he went on to say: 
 

“I do not know what the rules of the Ethics Committee were at that 
time, but I would not have thought that they would be expected to be 
informed of that sort of detail. 
 
Q What is your rationale for that? 
A Because the management of patients depends on the clinicians, 
not on the Ethics Committees.  The only thing the Ethics Committee 
could really do would be to stop the trial, and I cannot imagine an 
Ethics Committee that would stop the trial because of one 
misadventure like that”. 

 
Following Dr Raine’s evidence, the second incident rather crept into the evidence but 
there is no evidence that the second incident, which was more minor, was communicated 
to the Staffordshire staff at all.  I remind you of the evidence of Barbara Cannings 
(D15/30, 31, 32) where she indicated that even in 1994 she would have been expected 
this matter, if it had not happened within the North Staffordshire region, to have been 
notified to the Ethics Committee.  So four years later she had no experience of this type 
of event being reported and, in my submission, it never occurred in Staffordshire and it is, 
therefore, perfectly understandable that it did not want its way on to the patient 
information sheet because that is one of the other criticisms of Dr Nicholson; that this 
tiny, tiny possibility of neck trauma should have found its way on to the sheet as a risk to 
be advised of.  Again, in my submission, that is a council of perfection and wholly 
unrealistic.  
 
Dr Nicholson said on more than one occasion that Dr Stimmler professed no real interest 
in ethics.  That is not true and I have quoted what he said and the answer he gave was 
this: 
 

“I think Ethical Committees have evolved but even though we are 
not ethicists we all have our own idea as to what is ethical or what is 
not.  We do not make pronouncements.  We do not decide as a 
paediatrician that this is okay, we will do that or not, and I do not 
think that has changed at all.  We now know that you have to go to 
the Ethical Committee and get all your facts right as to what you are 
going to do, to say what you are going to do and stick to it”. 

 
He could see, in my submission, the rationale for seeking approval for a possible 
multiplicity of procedures. 
 
The relevant guidance is also of importance.  Dr Nicholson attempted to persuade you 
that reporting was mandatory.  In my submission those attempts should fail. The red book 
1991 was really advice to ethics committees.  It is quite clear from, I think it is 7.28 and 
then going on to the paragraphs numbered 8, those are setting the standards for ethics 
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committees to set or clinicians, they are not aimed at clinicians.  It is remarkable indeed 
that as a co-author of the British Paediatric Association guidance, which is possibly the 
one part of the guidance that might have impinged on the consciousness of the 
conscientious practitioner, that that document is silent on the matter, entirely so.  You 
will recall the pregnant pause when Dr Nicholson searched in vain for such guidance and 
his rather unimpressive answer that it was not really in there because it did not need to be. 
Well frankly, in my submission, if it was so important as to found a charge of serious 
professional misconduct it should have been in the guidance and certainly should have 
been in the guidance prior to 1989.  You have had supplied to you the June 1975 DHSS 
guidance; again that is silent on the subject and refers back to, I think, 1962 and 1963.  
 
Charge 7 relates to changes to the scoring system and again Dr Raine dealt with this.  I 
have expressed in my document surprise that there is no evidence from the relevant ethics 
committee membership expressing the view that Dr Spencer was in breach of some 
guidance as regards this matter.  In the absence of such a breach this charge cannot be 
proved and cannot amount to culpable failure.  Dr Stimmler thought that the changes  
 

“were logical and made sense and did not affect the trial in any way, 
other than making it more sensible to have a finishing time which I 
think was a good idea.  The second one about not including 
retinopathy (retrolental fibroplasia), the eye problems is also 
sensible because there were no cases any way”.  

 
Then he again points to the ethics committee rules and said this:   
 

“I would not have thought that it made much sense that they should 
have been informed about every tiny item if it did not materially 
affect the type of study that they were doing”. 

 
Dr Raine also gave evidence in relation to the letter that you have at tab 1 C7 page 19.  
He agreed that the changes were minor (my page 14).  He agreed that the timing in 
relation to 56 days was not a major factor.  He did not disagree with anything in his letter. 
 He accepted that the clinicians in 1990 were doing their best at the time.  
 
In my submission, that really is an end of that charge.  It is unsustainable as a criticism.  
 
Charge 8 is the surfactant charge and again I will not dwell on this.  You will recall  
Dr Stimmler said it had to be given; it would have been unethical not to have given it.   It 
is also important to remember that this came in fairly early in the trial in 1991.  There was 
a regional guidance, you have got the protocol that was drafted in your papers (I think 
between pages 21 and 23 of C7 tab 1).  It was clearly very carefully thought about, you 
can see the correspondence regarding it.  In order to give the study validity (it ended in 
1993), in my submission, surfactant had to be given where appropriate because you 
wanted to compare the respiratory performance of children with surfactant in CNEP with 
those that did not have it because if surfactant was being given to those who had standard 
treatment then that might have rather distorted the results. Again it is a criticism of a very 
minor part but it should not sustain a charge of serious professional misconduct and 
should not be regarded as a culpable failure, because ultimately that is the question you 
must ask yourself.   
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Charge 9 deals with the rupture of the membranes.  Again, even Dr Nicholson, possibly 
from his perspective a slip of the tongue (day 24D-E) said this: 
 

“I would have expected it to be reported, but, of course, it would 
depend on what the ethics committee itself was giving in advice to  
the investigators”. 

 
Well therein lies the rub.  No evidence as to what the advice was, no positive assertion 
that guidance or advice was not followed by Dr Spencer or anybody else within the trial.  
In the absence of that evidence this charge cannot be sustained.  
 
Charge 11 comprises of four elements, which I have set out at page 16.  It is one of those 
charges which relates to parental evidence because it is said that either in the delegation 
or in the provision of training there were deficiencies.  Mrs Henshall suggested that she 
may have been, to use the vernacular, out of it because she had had a spinal anaesthetic.  
I would ask you to reject that as a possibility.  She told you that she had had adverse 
reactions of a sort, which in my submission, ought to have been apparent to any ordinary 
competent senior house officer or registrar.  We know that Dr Arya, I think, was involved 
as a registrar.   
 
No real risk of Caesarean section mother, whilst asleep or barely awake, being consented 
by these medical staff.  It would have been a stressful time, we accept that.  The process 
needed to take place within four hours, not ideal.  A cooling-off period, where 
permissible, should be offered but this was not that type of trial; neonatal trials do not 
allow parents to consider matters for days, if not weeks.  Drug trials perhaps do, if it is an 
elective treatment. In any event, this is an environment where many, many things have to 
be done very rapidly without the taking of formal informed consent.  You are not, whilst 
a mother is in recovery following a Caesarean section, going to await her wakefulness 
before ventilating a baby or placing electrodes on the chest or carrying out an appropriate 
scan if you suspect brain damage, or if a child is fitting giving prophylactic medication.  
It is a very stressful environment, both for doctors, nurses and for parents and that may 
explain the forgetfulness of some.  
 
The charge in relation to 11(a), which is the inappropriate delegation, was not supported 
by Dr Stimmler.  He is the best expert.  He saw the very real problems of patients being 
born day and night.  It is not correct that nursing staff were involved.  The best the GMC 
can do is point to one clinical nurse specialist, whom we suspect was Theresa Wright who 
has clearly immersed herself in CNEP and would have been capable of explaining it 
perhaps better than anybody else, including the scoring system.  That cannot be a serious 
criticism.   
 
The Raine position was completely different to the situation of study.  He was a dedicated 
professional writing a PhD who had a vested interest in undertaking most of the consent.  
There was a very good ethical reason for the investigator not being involved in the 
consenting process because the investigator could then have been accused of driving 
people into CNEP.   
 
This was a well-constructed trial, different people consenting, appropriately trained, 
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investigator not involved, scoring done by a separate person so the investigator could not 
skew the results because you will recall from the documentation that we went through 
during the abuse of process argument that the initial complaint of Mr and Mrs Henshall 
was that the trial carried on too long and that the scores were distorted in order to make 
CNEP look like a successful treatment.  That is what lay behind this charge and it has not 
been something that has been pursued before you.  
 
In terms of training (11(b)), I have dealt with that in a little detail.  Doctors were adamant 
they were well trained and competent.  I have set out the relevant passages in the 
evidence of all those that gave evidence:  Drs Arya, Wildig, Newall, Livera, Morgan, 
Brookfield, Wheatley, Palmer and Janet Wakefield the nurse.  I have divided that 
between the training issue and the taking of consent allied to training.  You will see on 
page 19 quotes from the evidence.  You can read it for yourself, but Dr Stimmler said and 
confirmed: 
 

 “that these were conscientious, able practitioners who were doing 
their best in difficult circumstances to seek fully informed consent?  
A I would agree with that”, 

 
so in my submission that is an end to that charge. 
 
Again to get it into a real-world perspective (this is the first paragraph under 11(b) on 
page 18), Mr Foster put the 2003 paper dealing with parental recollection and consent to a 
number of witnesses and, in particular, on day 30 Dr Nicholson.  That trial showed that  
12 per cent of parents did not remember giving consent for their child to participate in a 
randomised trial.  You will recall the difficulties of explaining “randomisation”.  You will 
recall the evidence of Dr Morgan who said that he was very careful about how he 
explained the trial because he did not want parental complaints “why is my child not in 
the better treatment?”  You will recall the evidence of the doctors that it was actually 
more problematic for them.  So no incentive to drive people into the CNEP arm of the 
trial.   
  
You have heard from less than four per cent of the parents in this hearing.  No system of 
consent, particularly in a neonatal context, is flawless.  The inference that you are being 
asked to draw and, in my submission, it is a very dangerous one indeed and unfair, is that 
these parents have difficulties of recollection 16/17/18 years after the event and that the 
training was inadequate.  In my submission, that is not a fair inference to draw at all.  
Only three parents have expressed a lack of appreciation that their child was in a trial,  
Mr and Mrs Henshall and Mrs Shufflebotham.  I think Mr Foster said that involved two 
children but in fact it involved three because you will recall that Mr and Mrs Henshall 
said that they were not aware that either Patient 7 or Patient 6 were involved in a trial, 
plus Mr Shufflebotham’s child.  That is three out of the sample of 244; by my 
calculations 1.23 per cent.  That is near enough perfection, in my submission, and could 
not found a finding of serious professional misconduct or demonstrate a culpable failure.   
 
I have placed 11(c) into a slightly different category and again this is subject to the advice 
of Mr Forrest and I have flagged this up, I hope helpfully, to both him and Ms Sullivan.   
I am contending on this doctor’s behalf that this is a serious charge, which must denote a 
deliberate attempt to mislead; mere inadvertence will not do.   
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Others addressed you on the basis of “recklessness”.  In my submission, you would have 
to be satisfied that evidence had been called which demonstrated, at this stage, that  
Dr Spencer knew that this was unsafe treatment and nevertheless allowed a patient 
information sheet to be produced which suggested that it was safe.  There is no evidence 
of that sort that has been called.  In fact all the evidence, in my submission, is one way.  
He was entitled to rely upon the Southall and Spencer 1989 paper and his own 
experience. Dr Livera very helpfully indicated that outwith CNEP, this unit had 
experience of CNEP being utilised safely with neonates as young as 28 weeks.  I remind 
you Patient 6 was 32 weeks.  Dr Stimmler was “unimpressed” by this charge and he is the 
best expert for you to rely upon.  He was to say as far as he was concerned the studies 
indicated to him that it seemed to work well. 
 

“You then had to extrapolate from data of very small babies to even 
smaller babies” 
 

– this is the end of the quote at the top of page 20 –  
 

“and in general it is not an unreasonable thing to do.” 
 

So that extrapolation he accepted and, in my submission, it was a very minor one if you 
are looking at 28 weeks down to, perhaps, 25 or 26 weeks.  The clinical problem, that of 
immature lungs and lack of respiratory drive, is unlikely to vary very much between a 
25/26 week-old neonate and a 28 week neonate.  So actual experience of CNEP plus the 
Southall paper was perfectly reasonable for this doctor to place reliance upon and to 
indicate to parents that the CNEP trial involved a safe treatment. 
 
Dr Nicholson seems to suggest that the mere fact of one case in another hospital of neck 
trauma should have been indicated.  He also, somewhat strangely, talked about 
difficulties of handling, of which we have not heard any evidence about in a critical 
sense.  The nursing staff are clearly aware of it and the doctors found it a difficulty but 
there is no suggestion that that was harmful and, in fact, CNEP may have involved, 
because of the difficulties, less handling of neonates than standard treatment, which is 
desirable. 
 
The other matter he mentioned was temperature control, which was addressed and does 
not appear to have featured as a problem, certainly not something which needed to be in 
the patient information sheet because, as witnesses were prepared to accept in cross-
examination, temperature control is something which is a difficulty in any neonate, even 
receiving standard treatment, so that was not something the parents needed to be told 
about. 
 
Then I have quoted parts of his report, which you can read for yourself, and he reneged 
slightly from that position.  He had read the evidence of Dr Brookfield; he appreciated 
that Stoke was a large, busy unit, and he said this in a suggestion I made in the middle of 
page 21. 
 

“Q Therefore, I want to suggest to you that if their experience was 
that it was safe and effective and had not caused positive harm in 
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30/31-weekers, it was reasonable to regard it as safe and effective 
for the purposes of this trial? 
A Yes, I think that is true.  What had not been done, as far as I 
know, was that the small babies were less than a kilogram, and that 
is all.  I think it was a reasonable trial and I think it was reasonable, 
so far as they knew” 
 

- and you are looking at the state of knowledge of the doctors –  
 

“to state that it was safe and effective.” 
 

He confirmed that he was not aware that CNEP was causative of any damage to children 
prior to the study, and then he dealt with the extrapolation point.   
 
We went through the patient information sheet together, which I have set out on page 22, 
and I have quoted two questions and answers from Miss O’Rourke where he expressed, at 
the top of page 23, regret in fact that the trial had been stopped.  He confirmed there was 
nothing in the medical literature that indicated that CNEP was not safe and effective – he 
said: 
 

“Not that I have been aware of.  Unfortunately, this incident has 
stopped it continuing for nine years.” 
 

I conclude that it was perfectly reasonable to describe CNEP in the way that it was 
described from a clinician’s perspective. 
 
11(d) is ensuring that each parent received an patient information sheet.  Again, we are 
slightly mystified by this charge.  Serious professional misconduct should connote a 
direct personal responsibility and culpable failures on the part of any clinician who faces 
such a charge.  This is clearly something which was probably delegated.  Dr Spencer 
could not have had a personal responsibility to ensure that every parent received a parent 
information sheet; he could not stand by the arm of every registrar in the early hours of 
the morning.  He could, and I accept this in fairness to Ms Sullivan, be criticised if there 
had been some systemic failure which the GMC could demonstrate had been brought to 
his notice – parental complaints about not getting the sheet, junior doctors saying “We 
don’t know what we’re consenting about, we’d not been trained, we’d run out of sheets”; 
memos suggesting there was some systemic failure.  That evidence has not been adduced. 
This is purely speculative and based upon some parents, and very few, failing to recollect 
being given the patient information sheet.   
 
You will recall that the follow-up survey was also done and there has been some rather 
contradictory evidence given about that because that would again suggest that, suppose 
he had got it, knew that they were involved in a trial. 

 
Dr Stimmler again did not support this charge.  He thought it likely that the existence of 
the patient information sheet made it the case that the junior staff had a sort of mantra-
like script that they went through.  The CNEP tank was of dramatic appearance as well, 
and you have heard about the need for continuing consenting.  The doctors were quite 
happy to answer questions during the trial and the nursing staff would appear competent 
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to answer them as well. 
 
I asked him, if a consultant was secure in the knowledge that he had competent staff, 
whether or not it could be a culpable failure on the part of the consultant who may be 
conducting clinics or asleep to fail to ensure that every parent has a copy of the 
information sheet.  He said “It is a complicated question.  I agree with you.”  I then tried 
to break it down.  He said that delegation was a necessarily at times; that staff appeared to 
be competent, and he did not believe that the failure on the part of the junior member of 
staff to hand out a form could be something that found a criticism of this doctor.  I say 
that his is a pragmatic view that has to be accepted and the charge is incapable of proof. 
 
Next we deal with scoring.  Two charges remain:  the failure to ensure allocation of 
scoring correctly, which is based on the initial ultrasound scoring; the doubling of the 
scoring it would appear by Theresa Wright which was corrected by John Alexander.  The 
scoring after death was the subject of much heated debate between Miss O’Rourke and 
Professor Hutton – not something that Dr Spencer needed to instruct me to indulge in.   
 
We say this is an unusual charge which has been levelled against Dr Spencer.  He had 
little role in scoring, if any at all.  He was not named by Dr Raine as one of the six 
doctors who discussed scoring from a clinical perspective and involved a statistician.  Dr 
Raine’s main point of contact, had he taken any interest in it (which he did not), Dr 
Spencer’s main point of contact would have been Theresa Wright.  She took on the sole 
responsibility for scoring, allocation of scores, and then John Alexander checked them.  
This was a system which Professor Hutton commended to you.   
 
I explored this with Dr Raine – I have said “He said this”; that is a reference to Dr Raine, 
22/18-19.  He went through the scoring.  He was aware there were no comparators within 
research, either within this country or, it would appear, abroad.  So this was a new design, 
it was a challenging task for those involved in devising the scoring side of the design of 
the trial and they did their level best.  There was no model, as Professor Hutton 
confirmed, and he was asked by myself about what we say was the real gravamen of this 
charge, whether he was involved in a conspiracy to score the babies incorrectly for two 
reasons, one to prolong the trial and secondly in order to produce distorted results proving 
that CNEP was more effective than standard treatment.  He said he was not involved in 
such a conspiracy. 
 
As presented, that charge has been somewhat watered down to its absolute essentials, 
which is just a bald assertion that these were culpable failures on the part of Dr Spencer.  
They were not but I do remind you of what lay behind those charges and had the case 
been advanced on the basis that there was deliberate distortion of the results then you 
really would be in serious professional misconduct territory.  Anything less than that, in 
my submission, is fanciful to suggest that those charges could found a charge of serious 
professional misconduct.  You have no evidence of any direct involvement in scoring of 
Dr Spencer; in fact, all the evidence is entirely to the contrary. 
 
Eventually – and I deal with this on page 26 – Professor Hutton, having described the 
trial as “well designed” and having approved of the early involvement of a statistician, 
she confirmed her view in answer to questions from Mr Foster – D25/13-16 – she was, as 
he told you yesterday, most concerned the scoring system might leave the doctors 
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vulnerable.  That should not found serious professional misconduct.  I do ask rhetorically 
how that could be.  She did appear to be suggesting that an enquiry from a parent post-
trial cessation could cause a clinical problem for the doctor and we just do not see how 
that could arise.  The trial ended in 1993, the paper was written in 1996, unlikely to have 
been read by any parent other than of course the Henshalls, who were showing a 
tenacious interest in matters.  The context outside of this type of hearing of a parent going 
back and saying “I want to know whether my child was appropriately scored or did well 
or was scored as doing better” are unlikely.  It may indeed have led in part to the 
Henshalls being highly motivated in their pursuit of these doctors and that is the one area 
we possibly are in agreement with with Professor Hutton.  That concern of hers has 
materialised but it is not something which should found a finding of serious professional 
misconduct. 
 
She, in answer to myself, D25/26, those questions and answers start at page 23 but the 
except I have given you is D25/23 and it is the whole of that page.  What was interesting 
towards the end of that series of questions was the role of Mr Alexander.  You will recall 
she paused when she was asked if she would be reporting him or Doug Altman to their 
statistical body, but be that as it may I asked her about the demarcation of roles – and, 
again, I emphasise that Dr Spencer is far removed from this process but nevertheless the 
ultimate compiler of scores was Mr Alexander.  She confirmed that, which is on page 27 
of my skeleton. 
 

“Q Are you suggesting he should have raised a query at some stage 
with the clinicians, or should he have changed the scoring system? 
A He should not have changed it without discussion, certainly not. 
 I have no idea whether or not he did raise a question.  I would have 
expected him to; given all I have been told, I would have expected 
him to have discussed such things. 
 
Q So raise the question and discuss it with the clinicians? 
A Yes. 
 
Q Would you agree that he would have been in the best position to 
do that? 
A From what I know of the trial he is certainly best placed to do 
that, yes.” 
 

In my submission, that really is an end of the matter.  The course of events should have 
been the first time a dead baby, if this is a serious criticism – and you will be aware that it 
is certainly not one that is accepted by Dr Southall and Miss O’Rourke, but let us say it is 
– it is very minor.  It had no impact on when the trial ended, it had no impact upon the 
validity of the research.  As Mr Foster told you, it is five out of 122 parents, so it really is 
de minimus.  Even if it has some validity, it would appear that the initial concern should 
have been raised by Mr Alexander and he stands, as you know from questioning by 
Miss O’Rourke, by his scoring system, then presumably communicated to Dr Raine and 
Theresa Wright, who may well have dealt with it at that level without troubling the 
clinicians in any event, who were not involved in scoring and quite properly so because it 
meant they were above criticism if anybody were later to allege that they had distorted 
the outcome scores to prolong the trial. 
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In my submission, and this is the highest that it can be put, primarily insufficient evidence 
has been called to prove the charge.  Alternatively, it cannot amount to serious 
professional misconduct to, at worst – and this is not a concession that I am making – 
failed to appreciate an error of statistical design not appreciated by the trial statistician 
and the outcome score collators, Theresa Wright and Dr Raine.  Dr Raine, you will recall, 
was called by the General Medical Council and was initially the subject of serious 
criticism. 
 
We then move into the third phase of the charges.  These are the clinical matters which 
relate only to Dr Spencer.  They are matters which have troubled him deeply.  You are 
aware that he has been qualified since 1976, so for 32 years later to face charges which 
suggest he is in any way responsible for care which was seriously substandard is of a 
concern to him and he does seek vindication from his perspective and clear vindication 
from this Panel. 
 
We are a little disappointed, and I put it no higher than that because I appreciate 
Ms Sullivan’s position, acting as she does both for Mr and Mrs Henshall and the General 
Medical Council, that this charge was not abandoned following the evidence of 
Dr Stimmler.  In contrast to Dr Nicholson, here was an expert who made proper 
concessions. He, in his evidence-in-chief, made it clear that he could not support the 
culpable failures alleged in this charge.  He could find no evidence of hypoxia.  He had 
no criticism of the monitoring.  You will see that the notes are in file 2 – I think we called 
it C8 – tab 5, between pages 22 and 26 and we better photocopied for you the page 84, 
when you recall the little “A”s along the left-hand margin, which denoted the arterial 
samples.  Dr Brookfield also confirmed that that was the situation.  Dr Stimmler actually 
thought that the capillary samples were not of any great clinical value at all, but you will 
recall that others indicated that they were taken because the heel stab to get the arterial 
sample or any other part of the body sometimes induced hypoxia and was painful and so 
capillary samples had some validity.   
 
The saturation levels were at all material times good.  The pH for a child with respiratory 
distress syndrome was acceptable, not unduly acidotic.  The PCO2 levels were as set out 
in 16(d) but, again, nothing to be of concern.  There was an abandonment of the charge 
that the monitor was faulty, an abandonment of the most serious charge, that Patient A 
was hypoxic, which is something which has been widely reported in the press and that is 
why Dr Spencer would like vindication so far as that is concerned.  There was no failure 
on his part to take appropriate steps until 12.30 on 15 December 1992, and you will be 
aware that he was (and this was confirmed) conducting clinics on a Tuesday afternoon 
and a Wednesday morning.  The first noted involvement is the fourth day of life, 18 
December, and so it would appear that this patient’s care was the responsibility – 
although we understand and appreciate booked in in the name of Dr Spencer – of Dr 
Brookfield, whose distinctive signature you see in the note and he confirmed it was in 
fact he, and that lengthy note by Dr Arya, lengthy and detailed note, and Dr Spencer is 
not noted as appearing until the fourth day of life. 
 
It is my submission that that charge is absolutely incapable of proof.  There is no 
evidence at all capable of supporting this charge.  The patient was anyway, as you see 
from the detailed neonatal intensive care unit notes, being closely monitored by 
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competent nursing and medical staff.  Every single vital sign, bar a period where the 
blood pressures were not put on the chart – we know not whether they were recorded 
elsewhere and have been lost – was there to be found:  the bicarbonate levels, the base 
excess, the respiration rate, the heartbeat; everything was being very closely monitored in 
those large spreadsheets that I am sure you can recall. 
 
Charge 17 is a blood pressure check charge.  Again, the use of the phrase “you failed to 
ensure” – I emphasis “you”.  Again, it was accepted by all the relevant clinicians, 
including Dr Stimmler, that this was a duty that was probably delegated to competent 
nursing staff, there can be systemic failures, but there cannot be a culpable failure on the 
part of Dr Spencer.  He was not there a great deal of the time.  Even if he had noticed that 
the blood pressure checks were not recorded in the notes, he cannot ask a member of 
nursing staff to fabricate them after the event.  That really would be serious professional 
misconduct.  So once they have been missed, they are missed for all time and there is 
little that can be done about it.   
 
Dr Stimmler confirmed that when he was in practice there were periods of time when his 
nursing staff failed to fill in blood pressures.   
 

“A   Yes, of course there would [be such period]. 
 
Q   You would be disappointed.   
A   Yes.   
 
Q   But I do not think you would see that as a culpable failure on 
your part, would you?   
A   No.”   

 
What is good for Dr Stimmler is good for Dr Spencer and, again, that charge should be 
roundly rejected.   
 
I then grouped charges 18, 19 and 20 together.  These are charges that relate to 
ultrasound. The state of the evidence here is most unsatisfactory in my submission.  This 
is one charge where the delay has seriously prejudiced Dr Spencer.  He cannot clearly 
recall any conversation with Mrs Henshall.  The best that we can do for you is to point to 
the letters that you will find in C8 that were written by him and others.  I have given you 
the reference, but I will give you to them again.  There is one at page 212 to Dr Heycock, 
who was the community child health consultant paediatrician.  That is 28 July 1994.  It is 
then duplicated again on the next page, page 213.  You will see the terms in which he was 
describing the ultrasound changes that had been considered virtually normal and not in 
any event associated with an increased risk of handicap.   
 
The concern had been raised by Mrs Henshall during a clinic that took place during the 
summer of 1994.  You will see the letter that prompted the reply from Dr Heycock to  
Dr Spencer on page 209.  It is dated 28 June 1994.  Interestingly, it says:   
 

“In particular”  
 
- this is Mrs Henshall -  
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“she was concerned as to why [Patient 6] was ventilated on day 3 
rather than day 1 and she was also concerned that although she was 
present at the time of [Patient 6]’s ultrasound scan of [the] head she 
was told this was normal.  It was then subsequently related to her at 
an outpatient appointment that the scan had been abnormal.”   
 

So that is what Mrs Henshall was saying to Dr Heycock.  I will come to what Dr Morgan 
had to say about it in a moment.   
 
It is one of those areas where you might be forced to conclude that part of the reason for 
this concern on the part of Mr and Mrs Henshall is the linking of CNEP with the brain 
damaging events that occurred to their daughter.  They see huge significance in the scan 
results and abnormalities, despite the fact that many clinicians regarded them as barely 
abnormal.  But it is significant to them and for understandable reasons.   
 
I say the scan simply revealed mild changes consistent with prematurity unlikely to 
influence eventual outcome.  Any practitioner would want to reassure parent of a 
premature baby rather than present them with more information that might add to their 
stress, particularly as it has no bearing on prognosis.  That is a real world, in my 
submission, view.   
 
It is stressful enough to have this child born at 32 weeks without again adding to the 
stress by saying, “There is a mildly abnormal scan which you need not worry about”.  It 
may be that the impression Mrs Henshall gained, if there was such a conversation, was it 
was essentially normal.  That, of course, is the impression that any responsible clinician 
would want her to be left with at this time.  Again, it cannot be levelled as a culpable 
failure.   
 
Mrs Henshall on day nine, pages 27 and 28, interestingly spoke in terms of being told 
about “the scans” plural.  This was during her evidence in-chief, so it was not when she 
was subject to any stressful cross-examination.  My learned friend, Ms Sullivan, put to 
her:   
 

“Q   Were you told the outcome of the scans [plural]? 
A   I was just told that they”  

 
- and I emphasise the word they, more than one -  
 

“were normal and that she was fine.  Nothing to worry about.   
 
Q   Who told you they were normal?”   

 
- this is the difficulty for both sides in this case -  
 

“A   I think - well several people.  I asked the radiologist at the time 
and I also brought it up with Dr Spencer just in passing when they 
come around and do their rounds I said ---  
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Q   What did he say to you when you brought it up?   
A   ‘Fine.  She is absolutely fine.  Not a problem’.”   

 
Now, there is slight shifting of position because initially Mrs Henshall is talking in terms 
of, “I think - well several people”.  Then it is the radiologist and then it is brought up with 
Dr Spencer and then there is a comment, “Fine.  She is absolutely fine.  Not a problem”.  
Well, that may or may not have been said by Dr Spencer or somebody else but, again, is it 
really something that can be regarded as a culpable failure?   
 
I revisited this on day eleven, pages 68 and 69.  Mrs Henshall told us she was highly 
inquisitive.  You will recall that she talked about “braddies” for bradycardias.  She was 
involved with the care of her daughter; that is recorded in the nursing notes.  She was 
understandably ever present, anxious to get her child breast feeding and home because 
she had a large family to care for.  She said she relied a lot on the nurses’ information 
because the doctors were in and out seeing lots of children.  She did not necessarily 
question them a lot.  So, again, a slightly different relationship with the doctors, only 
perhaps to be expected.   
 

“... if they were around you asked and if not you just relied on what 
the nurses were telling you.   
 
Q   Who told you they were normal?”   

 
- I asked her about this and the answer was -  
 

“A   I think - well several people.”   
 
So I put Ms Sullivan’s question to her and I asked her if she could be more specific:   
 

“You say you asked the radiologist at the time and that is in relation 
to both scans, is that right?”   

 
Now she is expressing uncertainty, so perhaps on my part a question too far, but there we 
are.  We have the answer:   
 

“A   I am not sure.  Whatever was done in front of me or with my 
knowledge then I would have asked about it, whoever was doing it 
basically, and I would ask the nurses and then I would probably ask 
again the doctors if they were around.   
 
Q   But you say this: 
 

‘I also brought it up with Dr Spencer just in passing’.   
A   Yes.  The next time he would come round I would probably say, 
you know ... I do not know exactly word for word what I said, but 
I would have asked him how she is doing.”   

 
Now, if she cannot remember word for word what she said, she probably cannot 
remember word for word, understandably, what Dr Spencer said either.  This really is a 
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very difficult charge for Ms Sullivan to bring home.  This is the sort of area, when I ask 
you to look at the unreliability, uncertainty, variance in relation to the answers and 
conclude that taken at its highest this charge cannot be proved.  If you want to wear your 
magistrates’ court hat, then I invite you so to do.   
 
I go on to say Dr Spencer is being castigated for telling a mother, if he had the 
conversation, that the scans were essentially normal.  I have directed you to the pages in 
C8.  Mrs Henshall alleges that Dr Morgan revealed the brain bleed and made the link; 
that is day nine, page 27.  He refuted that suggestion.  Again, if you are looking at 
reliability, you may want to take this into account.  I have quoted Dr Morgan at length 
but, essentially, he was saying he does not think he would have written the letters that he 
wrote if he had had a conversation with a parent which said this is a causative brain bleed 
linked to cerebral palsy.  It does not appear in the letters that he was to write following 
the outpatient consultations.  You will recall also Dr Docherty described the haemorrhage 
as mild.   
 
I conclude, on page 32, that charges 18 and 19 are incapable of proof.  The evidence is 
unsatisfactory and inconsistent and memories have faded.  It should not be found proved 
and cannot support a finding of serious professional misconduct.   
 
Numerous doctors provided supportive evidence regarding communication of results.   
Dr Arya revealed that her current practice was not to worry patients.  I do rely upon that 
because she did give interesting, and I say on behalf of this doctor, important evidence.  It 
may be worth just quoting part of the relevant passage to you because I have not included 
it in the skeleton.  We will be looking at day 14 when she gave evidence.  It is towards 
the very end of her evidence, 84 and 85.  I remind you current 2008 practice.  From letter 
E on page 84, day 14, I say this:   
 

“Q   I have just thought of one matter I should have asked you about 
in your witness statement.  I will explore the nature of the scan”  

 
- I think that should be “fully” - 
 

“with other witnesses.  I was interested in the fact that you said this 
about head scans.   
 

‘It was common for head scans to be taken without the parents’ 
knowledge’.”   

 
So that was her view.   
 

“This is back in 1992 and 1993.  Is that your experience in the 
hospitals you worked in?   
A   What I meant by that was that you would do the head scan 
without telling parents you were going to do it at that particular 
moment in time.   
 
Q   At some stage you would communicate the fact it had been 
done? 
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A   Yes.   
 
Q   Then you say this: 
 

‘If there are minor abnormalities of no consequence, then we do 
not tell the parents.  This would still be the case now’.   

A   Yes. 
 
Q   So if an abnormality - it would be a matter for others as to 
whether the abnormality here was minor or not - was regarded 
clinically as a minor abnormality, in the early 1990s and even in 
2008, you take the decision as a doctor not to worry parents by 
telling them about minor abnormalities?  A   Yes. 
 
Q   Is that fair?   
A   If it is not going to cause any harm to the baby or the results then 
we often do not worry parents unnecessarily.”   

 
So that is a competent practitioner.   
 

“Q   Is that still your practice as a consultant paediatrician now of 
many years’ experience?   
A   Yes.”   

 
Again, I make both submissions:  it is incapable of proof; alternatively, it cannot found a 
finding of serious professional misconduct.   
 
Finally, we have the allegation in charge 20.  Again, this is a weak allegation.  It is a 
failure to conduct a scan at the time of discharge.  You will recall that the protocol that 
was submitted with the application did not make this mandatory, but the scoring system 
appeared to suggest it should be done.   
 
The difficulty for my learned friend is that the evidence is certainly ambivalent as to 
whether it was or was not done.  We do not have a scan.  We do not have a note.  It may 
have been done, it may have been lost.  We do have, interestingly enough, on page 351  
- sorry, I should make it clear we do not have a scan for 7 January, which is the date in 
question, 1993.  Question 132 on page 351, behind tab 5 in C8, so these pertain to  
Patient 6:   
 

“Cranial ultrasound at 56 days or preceding discharge.”   
 
It has been scanned a “1”, which is unilateral.  Somebody (probably Theresa Wright) 
seems to be of the opinion that the scan had been done, so that is one part of the evidence 
that you will need to consider.   
 
Perhaps more importantly, when we come to look at the clinical notes behind tab 5 at 
page 32, you will recall the stamp for neonatal discharge dated 7 January 1993.  You have 
the gestational age, the length, the fact that the baby was being breast fed, vaccinations, 
follow-up appointments, “ASAP”, signed by Dr Arya.  There is no evidence at all that  
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Dr Spencer was present at the time of discharge.  It is my submission he would have to be 
to be personally culpable in the way alleged in charge 20.  He cannot be at the arm of his 
registrar who is competent to arrange the scan and understood CNEP.  So you are in the 
joyous position of having that discharge apparently done, it may or may not have been 
done by Dr Arya, but we see her signature there.  She is also somebody who had 
consented.  She has gone on to have a successful paediatric career.  She is a consultant.  
She understood CNEP, so she ought to have understood whether or not the scan needed to 
be done.  There is no written record of Dr Spencer’s presence.   
 
When I asked Dr Stimmler about this - and I have quoted it - he said this and this in 
protection of both Dr Spencer and Dr Arya, if indeed it was she and I am not in a position 
to assert positively it was her:   
 

“Q   Would you agree with me that if a registrar who evidences 
those competencies”  

 
- and that is the filling in of the form -  
 

“is taking this child’s discharge and the protocol requires an 
ultrasound on the day of discharge that you would expect a 
competent registrar to organise that? 
A   Yes, I would have expected her to do it.  People forget and 
I would not think that is a heinous crime.   
 
Q   No, we will be addressing this Panel on the basis that if that were 
a single deficiency on the part of a doctor in a lengthy career, 
because we now know [Dr Arya] has enjoyed a lengthy career, you 
would not see that as a heinous failure. 
A   No. 
 
Q   But you certainly would not see it as a culpable failure on the 
part of the consultant who was not there at the time of discharge.   
A   No.” 

 
I conclude by saying given the extreme inherent weakness of the GMC’s case based upon 
inconsistencies, allegations of forgery, murder and wild conspiracy theories, no aspect of 
this charge is capable of proof.  Surprisingly, not one witness has been asked to assist the 
Panel as to how or whether any aspect of this charge should be found proved.  That is 
charge 21.  That is the roll-up charge.   
 
It is my submission, I think supported by Miss O’Rourke and Mr Foster, that you have to 
find those facts proved ultimately to the criminal standard.  Nobody has been asked where 
in the scale of culpability any of these alleged deficiencies fall.  That is a lacuna in the 
General Medical Council’s case.   
 
Had Dr Nicholson been on the register, it is my submission that so unimpressive was his 
evidence that he might well have found himself facing a charge of bringing the profession 
into disrepute, inappropriate behaviour.  That is not a charge which can be made out 
against this conscientious practitioner.   
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You should, in regard to Dr Nicholson, have absolutely no hesitation in rejecting him as 
an expert witness.  He failed to make proper concessions.  He found himself absolutely 
incapable of expressing a range of opinion.  He simply could not see - and the irony was 
writ large - that his prior involvement in CNEP, both in terms of media involvement and 
contact with Mr and Mrs Henshall, made him entirely unsuited to express an independent 
view.  That was disappointing in my view.   
 
I quite understand, as he said in his evidence, that he supported them, because parents in 
their position often feel the medical establishment closes ranks and they need a supporter. 
I have no objection to him fulfilling that role.  We do, on this side, very seriously object 
to him attempting to fulfil the role of an independent expert called to assist you, for the 
reasons that I set out in my skeleton argument on the point.   
 
The most damning criticism I can see of an expert was contained in the judgment of  
Mr Justice Jacob in a case called Pearce v Ove Arup Partnership.  It was a case whose 
facts are shatteringly dull.  It is a building case.  He said this and I leave you with these 
thoughts and you will have to decide whether or not you think that similar criticisms 
could be made of Dr Nicholson.  He dealt with the duty in relation to expert evidence:   
 

“It is the duty of an expert to help the court on matters within his 
expertise.  This duty overrides any obligation from whom he has 
received instructions or by whom he is paid.”   

 
Having described the evidence of this so called expert as “biased and irrational”, and he 
was an architect giving evidence against an architect:   
 

“At the end of his report, Mr Wilkey said he understood that duty.   
I do not think he did.  He came to argue a case.  Any point which 
might support that case, however flimsy, he took.  Nowhere did he 
stand back and take an objective view.”   
 

In my submission Dr Nicholson is equally guilty.  The judge was so unimpressed by the 
evidence in this case that he reported the expert witness to his regulatory body.  You, 
of course, do not have the ability to do that.   
 
It was ironic, as I put to this witness, that he purported to suggest that the fact that he was 
on the medical register meant that he would take even greater care in expressing views 
and opinions.  One shudders to think what he might have been prepared to say had he 
remained on the register, if that evidence was him taking care to assist you.   
 
Sir, those are my submissions on this doctor’s behalf.  I am happy to answer any queries 
that any Panel member may have.   
 
THE CHAIRMAN:  Thank you very much, Mr Forde.  Mr Forrest? 
  
THE LEGAL ASSESSOR:  There are just two things that I would like to clarify and at 
least get on the record so that the other two may see them before they come tomorrow.  
You all made submissions about misrepresentation at 11(c) and you, particularly, have 
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just said it needs to be a “deliberate” misrepresentation.  The concept of “innocent” 
misrepresentation is well-known in the law.  
 
MR FORDE:  It is, yes. 
 
THE LEGAL ASSESSOR:  I simply wondered – what you are saying is that a deliberate 
misrepresentation clearly denotes a dishonest misrepresentation--- 
  
MR FORDE:  Yes.  
 
THE LEGAL ASSESSOR:  ---which does not appear as any of the control words at head 
of charge 21.  It did seem to me that perhaps the right way to advise the Panel would be 
rather that if the facts justified it you could find misrepresentation whatever the doctor’s 
state of mind and the correct control mechanism then is if it was negligent, for example, 
would it be inappropriate, inadequate or whatever? 
  
MR FORDE:  Yes.  
 
THE LEGAL ASSESSOR:  Would you disagree with that? 
 
MR FORDE:  I am not going to disagree strenuously with that.  It would be my 
submission that even if it were found to be innocent and inappropriate that could not 
found a finding of serious professional misconduct, that the departure from standards 
would have to be sufficiently serious for the Panel to conclude that Dr Spencer wilfully 
misrepresented the position for it to be serious professional misconduct.  Maybe it is a 
submission that is better made in relation to serious professional misconduct than 
insufficiency of evidence because I can see that “inappropriate” could equate to an 
innocent misrepresentation rather than a deliberate or wilful one.  I suspect it would have 
to be at least negligent, but it is our submission, in that regard, that you could even find 
negligence because the available material at the time (in 89, the 89 paper) and the 
experience of the state unit was such that they would genuinely hold the belief that CNEP 
was safe and, therefore, this was a well-founded representation not a misrepresentation.  
 
THE LEGAL ASSESSOR:  The second point I wanted to raise on your submissions 
seems boringly pedantic.  The traditional view, as I recall it, the old procedure cases, was 
that there is only one charge which is serious professional misconduct. 
  
MR FORDE:  Yes.    
 
THE LEGAL ASSESSOR:  The significance of that is that one, having gone through the 
process – let us go right to the end, assuming that we have go the end of the next stage – 
one goes through the totality of what is left by way of allegations to see whether the 
totality constitutes--- 
  
MR FORDE:  I accept its key message--- 
  
THE LEGAL ASSESSOR:  ---SPM rather than – I say that because there is a suggestion 
in some of your skeleton that one should look at each individual charge. 
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MR FORDE:  I am quite happy at this stage for the Panel, if they want to, to indulge in 
the exercise, first of all, of looking at whether there is sufficient evidence and then, if 
there is, where in the scale of culpability that falls and whether then the cumulative effect 
would be serious professional misconduct.   
 
The reason I have gone through and said “stand alone, these would not amount to SPM” 
is because, in my submission, that is instructive.  If there was one charge there of 
dishonesty or improper behaviour towards the patient and it was thought that there was 
evidence in relation to that charge, in a sense you would not necessarily need to give very 
much consideration to the balance.  I am asking the Panel, if they so wish, to go through 
and effectively put a tick or a cross, one, to denote whether there is evidence and, 
secondly, would this amount to SPM? If you end up with three or four things that might 
amount to SPM then the case continues.  If none of them, as you go through, could 
amount to SPM then it might shorten the task at the very end because you would have 
done it as you have gone through.  I am not suggesting that the cumulative effect of the 
charges should not be taken into consideration when considering serious professional 
misconduct.   
 
THE LEGAL ASSESSOR:  Thank you very much.   
 
MR FORDE:  I did, I think, notice that there may have been a note/notes passed to Ms 
Sullivan.  If there is anything within the note, which she thinks I need to deal with or if it 
is thought I have misstated anything, I am more than happy to correct any false 
impression. 
  
MS SULLIVAN:  I do not think there is anything I need to trouble you about. 
  
MR FORDE:  Thank you.   
  
THE CHAIRMAN:  Thank you very much, Mr Forde.  I think, Ms Sullivan, we will now 
adjourn until tomorrow morning.  As I indicated yesterday that will be 10.30 tomorrow 
morning.  If there is nothing else that anyone has to raise now then we will now adjourn 
until 10.30 tomorrow morning.   
 

(The Panel adjourned until 10.30 a.m. 
on Thursday, 26 June 2008) 
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THE CHAIRMAN:  Good morning, everybody.  We continue with the case of 
Dr Spencer, Dr Southall and Dr Samuels.  Just before we get started, I can let you know 
that we now have colour photograph copies of D4 and C18 so the originals can now be 
returned whence they came. 

 
Ms Sullivan.  

 
MS SULLIVAN:  Thank you, sir.  Just before I start my response to the submissions, can 
I make, at the helpful suggestion of the Legal Assessor, an application to amend head 8 
of the charge as faced by Dr Spencer and Dr Southall?  It is merely to delete the 
word “option” from that head of charge, which I think may take away your need to 
consider the stem, although, of course, the remainder of it is still very much in 
contention. 

 
You have power to do that under rule 24(4) if you are satisfied that no injustice would be 
caused, and I cannot think that there can be any in the circumstances and I have told both 
my learned friends that that is what I propose to do.  

 
MR FORDE:  Sir, can I have a very brief word with Ms Sullivan about that amendment 
in the hope we can make an admission?  Something that we have not discussed before 
which Dr Spencer has just pointed out to me.  (Following a brief discussion between 
counsel)   
 
MR FOSTER:  Sir, I am sorry for the hiatus.  The position is this, that if my learned 
friend removes the word “option” it should then be possible for Dr Spencer to admit the 
stem of charge 8.  The real gravamen of this charge, of course, is contained in 
sub-paragraphs (a) and (b).  His precise position, however, is that the surfactant was 
introduced, as I am sure the Panel are aware, across the board, both for patients within 
and without the trial, and, sir, he would have preferred the words “in the trial” at the end 
of stem 8 to have been deleted.  Ms Sullivan has pointed out to me that that then makes 
sub-paragraphs (a) and (b) a little nonsensical because you need some reference to trial, it 
seems, in the stem.  So with that proviso, and I have assured Dr Spencer that the Panel 
are well aware from the contemporaneous documents that it was introduced by the region 
in respect of all patients he qualified, we are happy to make an admission to the amended 
charge and have no objection to the amendment.  

 
THE CHAIRMAN:  I understand exactly what you are saying and, of course, the Panel 
has heard the evidence relating to the introduction of surfactant and the evidence that it 
was a regionally introduced matter, if the charge were to be amended by the deletion of 
the word “option” and the insertion of the word “some” before “patients” so that it read, 
“artificial surfactant was introduced as a treatment for some patients in the trial”.   

 
MISS O'ROURKE:  Sir, I was about to suggest that very amendment.  We would not be 
prepared to admit it without the introduction of those words because, of course, you 
know it was not given to all patients in the trial and so if you took “option” out.  So we 
were going to suggest either the word “some” or the word “relevant”, either of those, and 
we would not be prepared to make an admission until that wording was added because, 
otherwise, it would read like all patients in the trial got a choice.  

 
THE CHAIRMAN:  Yes.  

 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D33/2 

Transcribe UK 
VRS Ltd 

01889 270708 
 

MR FORDE:  Yes, that would meet with Dr Spencer's approval as well, so thank you, sir, 
for suggesting that further amendment.  

 
MS SULLIVAN:  Could I just have an moment, sir?   

 
THE CHAIRMAN:  Yes.  (After taking instructions) 
 
MS SULLIVAN:  Sir, I do not think I am in a position to pursue this at the moment.  
May I suggest that perhaps I make my response to the submissions, take some 
instructions afterwards and then we can take it from there?   

 
THE CHAIRMAN:  Yes.  Very well.  

 
MS SULLIVAN:  Sir, I have prepared a document which I would ask to be handed to 
everyone now and which I propose to expand upon in the course of my response.  (Same 
handed) 

 
Sir, as you will see, I have begun by setting out the legal framework about which I hope 
there is a large degree of agreement between both sides, and, as you know, rule 27(1)(e) 
provides that at this stage, in other words at the close of the case against the doctors, they 
may make either or both of the following submissions: first, in respect of any or all of the 
facts alleged and not admitted that no sufficient evidence has been adduced upon which 
you, the Panel, could find the facts proved; and, secondly, in respect of any charge, that 
the facts of which evidence has been adduced or admitted are insufficient to support a 
finding of serious professional misconduct. 

 
As we know, in this case submissions are made on behalf of each of the doctors under 
both rule 27(1)(e)(i) and (ii).  In some instances it is said that there is no evidence, 
alternatively that there is no sufficient evidence in order to found a prima facie case on 
the facts, and, alternatively, there is insufficient evidence to support a finding of serious 
professional misconduct. 

 
Sir, I then go on to agree with my learned friends that in assessing the sufficiency of the 
evidence under either limb of rule 27, the proper approach is that set out by Lord Lane CJ 
in R v Galbraith.  Mr Foster, you know, has quoted the relevant part of that judgment in 
his skeleton argument and I am not going to go through it again because we are all 
familiar with it. 

 
It was recognised when I opened this case by the GMC and the complainants that this 
was a case where some of the evidence to be called would be inconsistent with other 
evidence and that has turned out to be the case here.  So you should ask yourselves 
whether, taking the Council's and the complainants' case at its highest, you could (and 
that is my emphasis) be sure of any of the factual allegations.  If so are they, taken 
together, capable of amounting, in your judgment, to serious professional misconduct?   

 
I have acknowledged, in paragraph 4, that you are the judges of the facts and the law and 
that, therefore, even if there is some evidence at this stage which, if accepted, would 
entitle a reasonable tribunal to convict you do not have to accept that evidence.  
However, the submission of the Council and the complainants would be that you should 
be slow to take such a course, bearing in mind the public interest in the full ventilation of 
the issues complained of. 
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Sir, I then go on to deal with the question of expert evidence because it is, to a large 
extent, in that realm, although not exclusively, that you have heard conflicting opinions 
on some, although not all, of the conduct complained of.  However, that does not prevent 
you from finding that there is a case for any of the doctors to answer.  I have made 
reference then to the Judicial Studies Board direction on Expert Evidence with an 
indication of where that can be found, although I am sure the Legal Assessor will be 
familiar with it, and that indicates that it is for you, the Panel, to decide whose evidence 
and whose opinions, if any, you accept, because you do not, in fact, have to accept expert 
evidence at all.  It is entirely a matter for you. 

 
For example, you may prefer the expertise of one witness over that of another on a 
particular issue, for good reason.  Because you may consider the expert to have greater or 
more relevant expertise on that issue.  In fact, the defence, for example, Miss O'Rourke, 
on behalf of Dr Southall, indicated to you that you should accept Dr Stimmler's expertise 
as a consultant neonatologist but suggest that he does not have the necessary expertise to 
help you on what should have been reported to an Ethics Committee.  So that is one 
example of you being invited, albeit by someone representing the doctors, to look at the 
evidence in precisely the way I say it would be open to you to look at it should you want 
to do so. 

 
However, of course, it has to be borne in mind, not just for these purposes but, indeed, 
throughout the submissions that I am about to make, that what you are considering at this 
stage is a submission under rule 27.  You are not considering any later stage in the 
proceedings and whether you are, in fact, sure of any evidence that is called before you. 

 
I then go on to mention Dr Nicholson's evidence and we know that that has been attacked 
in cross-examination, primarily on the basis that he lacks independence.  It will be 
entirely a matter for you what weight you want to attach to the evidence that you have 
permitted him to give. 

 
However, whatever you make of Dr Nicholson’s evidence, there could be no possible 
objection, the Council would say, in looking at the independently published literature that 
he has produced and that should assist you in determining the standards to be applied to 
research trials conducted between 1989 and 1993, because, of course, it is by those 
standards that the conduct of each of the doctors needs to be judged. 
 
I want now just to turn briefly to what you need to determine in this case, because you 
were invited by Miss O’Rourke to make determinations on a number of different issues 
and in the Council and complainants’ submission, you would not need, even at the 
conclusion of the evidence, and we are not at that stage now, to decide every issue that 
has been raised in this case.  You only need to decide those matters that you consider 
important in determining whether any of the allegations have been proved.  That in fact is 
the standard at the end.  You must consider the test that applies on a submission of no 
case to answer and it must apply with even more force at this stage that you do not need 
to determine each and every issue that has been raised.   
 
I say that because, of course, many issues were explored in this case in the course of 
cross-examination, not in examination-in-chief, because that would not have been 
permitted.  In cross-examination a number of issues have been explored which form no 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D33/4 

Transcribe UK 
VRS Ltd 

01889 270708 
 

direct part of the allegations contained in the charges faced by each of the doctors.  We 
know, of course, that the credibility of Mr and Mrs Henshall was examined at length and 
in detail by Miss O’Rourke not just in relation to allegations touching directly on the 
heads of charge, but on issues affecting their credibility in more general terms.   
 
I think it is important to say at this stage that whatever you make of the evidence of Mr 
and Mrs Henshall on the issues relevant to the heads of charge before you, there can be 
no doubt that their motivation stems from an entirely natural and understandable need to 
know what happened to their two daughters and indeed, as Mr Forde said to you 
yesterday, you do not have to conclude, and I would add should not conclude, that they 
have wilfully sought to mislead you.  In any event, as I said, you should be mindful of the 
fact that you are at this stage considering submissions of no case. 
 
I then go on to deal briefly with reasons.  Having just said that you only need to consider 
issues that are relevant, I would endorse the desirability in this case of you giving reasons 
for the decisions that you reach and I am sure the Legal Assessor will advise you in due 
course about that and other matters. 
 
Sir, having opened with those general remarks and also dealing hopefully with the legal 
framework, can I turn to the individual heads of charge and the response that I would 
wish to make on behalf of those instructing me to the submissions made by my learned 
friends and I am going to just start with head 2 in relation to Dr Southall, because you 
know that it has not been admitted on his behalf that he was party to the application to the 
Ethics Committee in North Staffordshire on 29 November 1989.  It has been suggested 
there is no evidence to show that he was a party to that application. 
 
Sir, could I just invite you a moment to take up File 1 and just behind tab 1, page 1 we 
find the letter sent to the Ethics Committee followed by the application and the 
documentation, the protocol that accompanied it.  You will see straight away at page 1, 
although this letter is sent by Dr Spencer to Dr Heron, the Chairman of the Ethical 
Committee, it does refer in the second paragraph to “we”, “We intend to use the MAC 
consent form”.  However, more importantly, turning over to page 2, we have named on 
the form in box 1 “Responsible investigator”, not just Dr Spencer, albeit he is named first, 
but then Dr Southall and what appears in brackets near “Responsible investigator” 
indicates that there needs to be more than one and I say that because of what it says in 
brackets there “One must be a Consultant unless a General Practitioner project”. 
 
Then, sir, if we go on to page 8, this is the document setting out the aims of the project 
and the background to the project which I took you to at the start of the case.  On page 8 
you will see in the second paragraph reference to “We have recently introduced(sic) the 
CNEP system”, so the word “we” again.  Page 10, if you go on and look at “Ethical 
issues”, it refers in the first sentence to “Our pilot work”. 
 
If you turn on to page 12, which is I think is a reference to perhaps the pilot work and 
also other studies, whose name do we see featuring there throughout?  You will see that it 
is Dr Southall whose name appears under these references at no 3, no 4, no 6 and no 8.   
 
Sir, it is clear, in the Council’s submission, that this was indeed a joint application to the 
Ethics Committee and that there is no substance in the suggestion that Dr Southall was 
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not a party to it. 
 
The next head of charge that you have to consider is head 3 relating to Drs Spencer and 
Southall which I have dealt with at page 3 of my response at paragraphs 6 to 10.  We 
know that this head alleges that the application to the Ethics Committee inaccurately 
described the procedures that would be applied to each patient.  That, of course, if based 
on the answer given at question 12 which is, of course, at page 4 of File 1, tab 1 that we 
were just looking at.  That asks the investigators to “describe the exact”, and that is my 
emphasis, because I want to emphasise the word, “procedures which will be applied to 
each patient”.   
 
We then see that the answer given indicates that the procedures to be applied included 
near infra-red spectroscopy, secondly, intra cranial pressure monitoring and, thirdly, 
Doppler ultrasound.  However, we know that those were not used as part of the CNEP 
trial and I have referred you there to the evidence of Dr Livera at D17/35G to 36D, Dr 
Brookfield D18/51G to 52B and Dr Palmer D19/1H to 2A and, of course, as I have 
indicated there, it is important to realise that, of course, near infra-red spectroscopy or 
NIRS, as it has been shortened to, was a separate trial and the subject of a separate 
application. 
 
Sir, the position is although Dr Nicholson told us at D24/21H that ethics committees 
would always expect an accurate description of all the procedures to be used during a trial 
and he went on to point out the consequences of that answer on the answer to the 
following question, it perhaps does not really need Dr Nicholson or anyone to say that.  It 
must go without saying that an accurate response would have been expected and on the 
evidence you have heard the answer that was given to question 12 was inaccurate.  
 
I turn then to deal with the next contested head of charge which is head 6 which again 
relates to Drs Spencer and Southall.  This head of charge, as you know, relates to the neck 
trauma that happened in or around February 1990 at Queen Charlotte’s Hospital and we 
have the post mortem photographs, as you know, in file 3, tab 8, page 152.  Reference has 
been made as to whether this was correctly described as trauma.  Dr Raine in fact in his 
thesis describes it under that heading “neck trauma” and you can see that from file 3, tab 
8, page 96.  It is also referred to under the heading “Complications” in the Paediatrics 
paper which is at the end of file 3 where reference is made to two patients receiving 
CNEP developing “severe neck excoriations”.   
I have not given you a page number, because the page numbers have not really come out, 
but it is the very last document in that file, as you know. 
 
Sir, of course, the first question that has to be considered is was this an adverse event.   
The evidence of Dr Stimmler was that it was such an event and in fact I think Dr 
Stimmler’s evidence on this is incorporated into Mr Forde’s skeleton argument.  I have 
just given you the reference there. It is D20/4D to E.  He not only said it was an adverse 
event, he said it was a serious adverse event.  You also heard from Dr Raine about this. 
He had significant serious concerns such that he spoke to Dr Southall about them and his 
evidence about that is D21/64D. 
 
So, in the submission of the Council and the complainants, this was an adverse event, as 
alleged in the heads of charge. The issue then arises should it have been reported to the 
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Ethics Committees of both hospitals?  I have then set out for you the evidence as I see it 
that was given by various individuals about the need to report it.  Professor Huttons’ 
evidence at D22/39F was that in her experience, albeit she is a statistician, adverse 
incidents were not routinely reported at this time.   
 
Dr Stimmler’s evidence about this was at D20/4F to G and he told us that he would have 
expected everyone in the study to have been aware of it but he would not have expected it 
to have been reported to the Ethics Committee, although he made the point that he did not 
know what the rules of the Ethics Committee were at the time. Barbara Cannings told us 
that as far as North Staffordshire was concerned, when she arrived in 1994 there were no 
formal requirement for the reporting of serious incidents to the Research Ethics 
Committee.  At that time she would have expected such an incident to have been reported 
and considered, but at the hospital where it occurred and her evidence about that is 
D15/30F to G.   
 
Dr Nicholson’s evidence about this was at D24/23G to 24E.  The incident, he said, should 
have been reported to the Ethics Committee in the light of the fact that they had been told, 
and we know this from the application, that previous problems with the neck seal had 
been dealt with.  What I have suggested in my paragraph 14 is that as the preponderance 
of opinion is against reporting of this incident and also in the light of the attack on Dr 
Nicholson’s independence as an expert witness what you need to do is to consider any 
guidance on this issue in operation at the time of the incident.    
 
I then refer you to the Royal College of Physicians guidance in file 1, tab 2, page 141 
which indicated at 8.10: 
 

“The Committee should be notified immediately of any serious 
adverse events or if the study is terminated prematurely”. 
 

That guidance was published in January 1990.  As was the guidance that precedes it in 
file 2, the guidance that precedes it is entitled “Research involving patients”.  However, 
that latter guidance makes it clear that it should be read together with the former guidance 
and it is not necessarily directed only at ethics committees.  We know that from what 
appears at tab 2, page 71. I  do not ask you to turn it up now, but what I wanted just to 
remind you of is the fact that this guidance which is Royal College of Physicians 
guidance says in its introduction at 1.3: 
 

“We have produced guidance which is intended for all concerned – 
including patients, researchers, doctors, nurses and other health 
workers, sponsors of research, Research Ethics Committees and the 
institutions in which the research takes place.” 
 

So it was not merely intended, the guidance of the Royal College of Physicians, for ethics 
committees and that, it is submitted, is what is instructive in relation to this head of 
charge in relation to the need to notify any serious adverse event.  It does say “serious 
adverse event” but on the evidence of Dr Stimmler this indeed was a serious adverse 
event.   
 
Sir, I have then grouped together heads 7, 8 and 9 of the charge which relate to doctors 
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Spencer and Southall and the changes in the trial protocol and whether any or all of those 
changes should have been reported to the Ethics Committee.  We know that head 7 refers 
to changes to the scoring system referred to in the letter of 15 May 1990; head 8 refers to 
the introduction of artificial surfactant, which occurred on or around July or August 1991 
and head 9 refers to the amendment to the exclusion criteria on 11 September 1991. 
 
Barbara Cannings’s evidence (Day 15/37H) was that when she arrived in North 
Staffordshire in 1994 any changes were generally discussed with the Chair and the Chair 
would then decide whether they needed to go to the Committee or not.  However, we 
know she cannot help us with the position prior to that, except to confirm that she did 
pass to those instructing me all the papers that had been retained in North Staffordshire in 
relation to the CNEP study.  She said that at day 15/26G, and you may recall that it was, 
I think at the time of the Griffiths Inquiry that it was requested that all the papers be 
gathered together and retained. 
 
As far as other evidence is concerned, Professor Hutton thought it unnecessary to refer 
every single change back to the ethics committee and her evidence about that is to be 
found at day 22/39H.  However, we know that it was in the contemplation of those 
actually involved in the study that even minor changes were ones that the investigators 
may feel they wished to inform the ethics committee about.  We know that because that is 
what Dr Raine, who was after all being supervised by Dr Southall at the time, put into the 
letter that he wrote to Dr Spencer about these changes to the scoring system in head 7.  
We know that from file 1, tab 1, page 19 and day 21/65H-66F. 
 
So it follows that the question of reporting to the ethics committee was certainly in the 
contemplation of Dr Southall through Dr Raine as an action to be considered by Dr 
Spencer.  If it was in his contemplation in relation to minor changes to the scoring 
system, you may think that it would have been all the more so in relation to head 8 and 
the introduction of surfactant and head 9, the amendment to the exclusion criteria.   
 
Can I just remind you, of course, that Dr Stimmler also thought that the introduction of 
surfactant was a major change in the trial and that this indeed may have been an occasion 
when the ethics committee might have been informed, although he did say that it would 
depend on the rules of the ethics committee at the time.  You will find his evidence about 
that at day 20/6C-F.   
 
I am also, quite rightly, reminded by Mr and Mrs Henshall that Dr Stimmler’s concern 
about the introduction of surfactant in the sense of the need to notify it to the ethics 
committee was that it might have had an effect on the matching. 
 
Dr Nicholson’s evidence about the need to report these protocol changes is at day 
24/26C-29A.  He said that some ethics committees would require even minor changes to 
the protocol to be reported by 1990.  However, perhaps of more importance is that he too 
was particular about the need to report the introduction of artificial surfactant.  He 
referred again to the guidance in operation at the time in relation to the reporting of 
protocol changes.  He referred to some European guidance on drug trials, which we have 
in file 1, tab 2, page 180.  That came into operation, we know, on 1 July 1991, and also 
the red book, which he thought came out at a similar time and certainly in 1991.  You can 
see that at page 233 and paragraph 2.14. 
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There is nothing that we have by way of documentation to suggest that there was any 
communication, either in writing or orally, no telephone note or anything of that type, 
with the ethics committee in relation to this trial.  So you could therefore infer at this 
stage that some or all of these changes should have been reported to the ethics committee 
and secondly that there was a failure to do so.  The obligation to report those changes 
must rest, it is suggested, on the very people who are named on the application form as 
the responsible investigators for the trial, that is Drs Spencer and Southall. 
 
Sir, that brings me to the question of the definition of “responsible investigator” and the 
definition of “administrator”.  We know that where the term has come from, “responsible 
investigator”; it has come from the application to the ethics committee that we looked at 
earlier.  You do not, it is suggested on behalf of the Council and the complainants, need 
to hear from a responsible investigator in order to understand the duties of such an 
individual.  That they are apparent from the guidance produced by Dr Nicholson and he 
refers to this in the evidence he gave at day 27/2F-24G – we went through the guidance, 
you may recall.  There is reference to responsibilities in the Nuremberg Code in file 1, tab 
2, page 26, and we know that that goes right back to 1947, I think.  That makes the 
statement that: 
 

“The duty and responsibility for ascertaining the quality of the 
consent rests upon each individual who initiates, directs or engages 
in the experiment.  It is a personal duty and responsibility which 
may not be delegated to another with impunity.” 
 

Although that is dealing with the question of consent it quite neatly summarises, you may 
feel, the fundamental duty of an investigator to retain responsibility for the trial in which 
he is engaged. 
 
I then turn to the question of what is an administrator and suggest there is really no magic 
in that term at all.  In fact, the description of Dr Samuels as the administrator of the trial 
comes from Dr Samuels himself.  I have just referred you there to a document that was 
put in as part of the abuse process argument at the start of the case, D2A page 14, which 
is a letter written on Dr Samuels’s behalf, in which it was said: 
 

“Dr Samuels assisted Professor Southall in the administration of the 
CNEP trial.” 
 

Insofar as you need any particular evidence of it, that is somewhere where you will find 
it. 
 
That brings me on, of course, to the question of consent, head 11 in relation to Drs 
Spencer and Southall and head 3 in relation to Dr Samuels.  The guidance, in fact, that I 
have just quoted above but which was referred to by Dr Nicholson, and other guidance as 
well, makes clear that responsibility for the proper running of the trial remains throughout 
that of the investigators, who in this case were both, it is said, Drs Spencer and Southall.  
They would therefore be responsible for ensuring that appropriate procedures were in 
place for the obtaining of informed consent. 
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Dr Samuels is said in these heads to be an administrator, and I have dealt with that term.  
In case it may be wondered what responsibilities he would have as such, I have reminded 
you there of really his high level of involvement in the running of the trial because he was 
one of the two doctors responsible for randomising all the babies.  We know he was also 
involved in the discussion of and devising of the scoring system.  We know he had 
undertaken research previously with Dr Southall because his name appears, as you know, 
on those articles that were attached to the application.  At the time in question he was a 
senior practitioner, because it was not long – in fact it was in the course of the trial – that 
he became a consultant at Stoke.  So it follows from that, it is said, that he too had an 
obligation to ensure that appropriate procedures were in place for the obtaining of 
informed consent from the parents. 
 
You have been referred, of course, to the evidence of the doctors about the consenting 
process.  As I said when I opened the case, I believe, those involved in obtaining consent 
were no doubt trying their best.  However, we do know that with the exception of Andrew 
Sheridan – and you may remember he was the parent who was a mechanical engineer and 
it emerged in the course of cross-examination that he was someone familiar with the idea 
of pressure and physics – that is day 16/7E-F.  Apart from him, none of the parents called 
in this case understood the randomisation process. 
 
Mr and Mrs Henshall did not even know their children had been involved in a trial until 
years after the event.  I have given you some of their evidence there; obviously they gave 
evidence over a long period of time and gave detailed evidence about this.  Those 
particular references you will find at day 9/29G-30A and day 12/19B.   
 
I have gone on to say what we all know, that the credibility of Mr and Mrs Henshall has 
been strongly attacked in this case.  However, we also know that parents who are quite 
independent of Mr and Mrs Henshall also failed to understand the randomisation process. 
 I have given you references to some of the evidence that was given by parents in the 
course of this case. 
 
Mrs Hammond assumed from what her husband told her that her baby was going to 
receive CNEP, “a gentler more effective means of ventilating babies” (day 13/80F-G).  
Mr Hammond understood that by consenting his daughter would receive CNEP 
treatment.  He was not aware of any element of randomisation (day 13/92C-E).  An 
additional reference here for you is day 15/8F, where he said that his overriding 
impression was that CNEP would be better. 
 
Mr Alcock told you that he understood that his son would “go into one of those tanks”, by 
which he meant CNEP, “if he needed to”.  The reference for that is day 14/16D-E. 
 
Mrs Shufflebotham had no idea, she said, until six years later that her son had been 
included in a trial.  She also has no recollection of seeing and signing any consent form, 
and her evidence about that was day 14/53H-55C.  Mrs Henshall is not alone in that.  It is 
also the case that Mrs Shufflebotham had no recollection of seeing any notice with a 
teddy bear on her son’s tank (day 14/65E) and the same was true for Mr Alcock (day 
14/23F), both those babies being in standard treatment. 
 
Nicholas Duncalf was not aware that it was a random process – day 15/4D.  Lynn Alcock 
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had no idea her son was part of a trial – day 16/13G.  Her husband described how she was 
“very much out of it” – those were his words – when she was asked to sign the form (day 
14/14B and 22B and D). 
 
Katherine Gatensbury:  you will recall that she was a nurse and, again, her understanding 
was that her son would receive CNEP – another failure to understand randomisation (day 
16/21G).  It is interesting that this lady had a planned Caesarean – she told us that at day 
16/18D – and therefore could have been spoken to in advance as Dr Arya said she 
sometimes did with such patients.  Dr Arya told us that on day 14/71A. 
 
Gillian Hulme:  again, she had no recollection of speaking to any doctor about the trial 
and also understood the new tank would help her daughter’s breathing.  She gave 
evidence about that at day 18/4G-H.  I would just refer you specifically to the reference 
that she made to not speaking to a doctor – that is day 18/5E-F.  The reason I highlight 
that, of course, is that again that accords with Mr Henshall’s recollection that he was 
approached and spoken to by a nurse in relation to Patient 7.  He gave evidence about that 
on day 12/3H-5G. 
 
As I said to you, these were parents from whom consent, it is said, was obtained but who 
failed to understand what they were consenting to. 
 
The suggestion is that these were parents from whom it could never be said that informed 
consent was obtained.  Those same witnesses, with the exception of Mr Hammond, have 
no recollection of being given any information leaflet, and I have given you some 
references there in paragraph 26: day 13, 81A, day 14, 14F and day 15, 4G.  We know 
they should have been given one to keep.  It is indicated in the guidance but Dr Stimmler 
also gave evidence about that at day 20 at 11F.   
 
Of course, the doctors were entitled to delegate but they can be criticised for a failure of 
procedures about which they should have known.   
 
As I said when I started to remind you of the evidence of the parents, unlike it has been 
said, Mr and Mrs Henshall have no axe to grind.  They were content, you will recall, by 
and large, with the treatment that their children had received and yet they too appear to 
have lacked an appropriate understanding of the trial process for which they had been 
asked to consent and it is that lack of understanding that cannot be entirely explained 
away on the basis of a faulty recollection. 

 
Although you have only heard from a sample of parents, their evidence about what they 
understood suggests that it was the process itself that was flawed.  We know that 
randomisation is recognised within the guidance that applies to trials to be a difficult 
concept to explain, especially to distressed parents of very sick premature babies.  
Dr Stimmler recognised this at day 20, 10E, and it perhaps goes without saying. 

 
Of course the doctors involved, experienced as they now are and looking back over many 
years, believe that they were able to obtain, and did in fact obtain, informed consent.  
However, the evidence of the parents suggest that that was not invariably the case.  That 
brings me really to the question of the number of people involved in the consenting 
process.  We know from Dr Southall's audit, which you will find in file 3, tab 8, that 34 
people of various levels of seniority, and including a nurse, were involved in the 
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consenting process in North Staffordshire over the 43 months of the trial.  In that time 
224 entered the trial, according to table 3 of the Paediatrics paper.  Dr Stimmler is not 
critical of that process despite the acknowledged difficulties of explaining it to parents in 
a heightened state of emotion.  However, what I would ask you to do is to contrast the 
position at Queen Charlotte's Hospital.  Here we know that Dr Raine did all of the 
consenting, unless he was away, when he believes that Dr Samuels and maybe two others 
did some consenting instead of him, and the evidence about that you will find at day 21, 
60D, and day 22, 34G to H and 35A.  Forty-two patients entered the trial in Queen 
Charlotte's Hospital and the trial there took place over a fifteen month period. 

 
I know that we know Dr Raine was a dedicated research fellow but there were research 
fellows and, indeed, registrars at North Staffordshire.  For example, Dr Palmer was a 
research registrar; Dr Livera was a research fellow.  They were involved in research 
projects that were separate from CNEP and you may think CNEP itself might have 
benefitted from a dedicated research registrar or fellow, especially given the number of 
babies involved in the trial.  Of course, had it had one there would naturally have been a 
consistency about the consent-taking process that then can never be when so many 
different people are involved.  Just an example that I have given here, Dr Palmer told us 
that she would have mentioned that there had been problems with the neck seal in the 
past but that Dr Southall and his team had found a way around them, and she said that at 
day 19, 5G.  Dr Arya thought she did talk to parents about the neck seal, day 14, 75D.  
Others would not have mentioned it.   
 
If you take that, together with the incomplete understanding of the parents about what 
they were consenting to, it is a reflection, it said, of the fact that the task of taking 
consent was delegated to too many different people and that those people were not, in 
fact, adequately trained.  They clearly had some training.  I think, largely, although not 
exclusively, learning “on the job” was how they described it but it was not adequate, 
especially given that some of them, for example, had never previously consented for a 
trial or would only have been involved in consenting on those occasions when they were 
on call.  So, therefore, it would not have been a frequent occurrence for them.  For 
example, Dr Newell, who gave evidence that she obtained consent in relation to 
Patient 6, had not sought consent for a trial before.  That is day 17, 3F.  She also only 
started taking consents after a year as an SHO and so, therefore, she would only have 
started it once she was on call, not when she was on the unit the whole time.  Again, 
Dr Wheatley had not really been closely involved in any clinical trials until he went to 
Stoke, at day 18, 78C. 

 
Sir, I come now to the representation in the Patient Information Leaflet, and this is head 
11(c) in relation to Dr Spencer and Dr Southall and head 3(c) in relation to Dr Samuels.  
This, of course, relates to the representation in the Patient Information Leaflet that the 
technique (and it is important to remember this) would mainly be used in this trial in 
combination with IPPV, that the technique had been shown to be safe. 

 
Before I turn to deal with the evidence in relation to that, I would differ from my learned 
friends in relation to their suggestion of how you look at this head of charge to this 
extent: proof of the factual allegation is not, in my submission, dependent on an intent to 
mislead.  I would adopt the approach discussed by the Legal Assessor with Mr Forde 
yesterday on this issue.  The question you need to ask yourselves is was it a 
misrepresentation whatever the state of mind of the doctor in question, and only 
thereafter would you consider that state of mind in deciding whether, for example, it was 
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appropriate or capable of amounting to serious professional misconduct.  So that is the 
approach that the Council would suggest in relation to this head of charge. 

 
Turning to the representations that this was safe.  Dr Stimmler thought that there was 
enough evidence in the papers that were presented to him that it was safe.  However, it is 
important to bear in mind that in most of the previous trials, and you have seen the papers 
and can see for yourselves, the babies were bigger and the tank used would not have been 
the same.  Day 21, 50D-F is where Dr Stimmler was asked about this and, of course, 
INEP is a different technique and there were different conditions applicable in some of 
these trials. 
 
Dr Raine also gave evidence that work done previously by Dr Southall and Dr Samuels, 
using the modified CNEP chamber, had largely related to older infants and had not itself 
been part of a controlled trial, and his evidence about that is day 22, 24D-E. 

 
However, one of the matters that is relevant to the question of safety is one that I have 
already referred to and is reflected in the heads of charge.  That is the incident in 
February of 1990 at Queen Charlotte's Hospital where the baby in question experienced 
the neck trauma that you have seen and also heard about from Dr Raine in his evidence at 
day 21, 63E.  We also know that shortly after this a second child sustained a neck injury, 
albeit of a less serious nature.  That is day 21, 65B, and that is also referred to in the 
Paediatrics paper. 

 
The fact that incidents such as this occurred must, it suggested, call into question whether 
it could continue thereafter to be represented in the Patient Information Leaflet that the 
technique had been shown to be safe.  You may think that there is an indication that this 
was too high a claim if you make a comparison with what was complained in the consent 
form using Queen Charlotte's Hospital, and you have that in file 3, tab 8, page 4.   
 
Dr Raine's evidence about this was on day 21, 62C, and we know that the form used in 
Queen Charlotte's said that earlier studies have not shown any harmful effects from the 
use of the negative pressure support system.  It was less assertive in the language it used 
and I think I am also right in saying that the material that was introduced in relation to 
Doncaster, I cannot remember the number of it now but I think Mr Forde put that in at a 
late stage, I think that also described similarly the question of harmful effects.  So using a 
similar language to Queen Charlotte's rather than the more assertive language used in 
North Staffordshire. 

 
It is also not to be forgotten that the aim of the trial itself was to show whether CNEP 
was safe and the fact that it might not be was actually built into the scoring system.  We 
have had it driven home on a number of occasions that one of the purposes of the scoring 
system was to act as a mechanism to stop the trial if, in fact, CNEP was not safe and so 
how could it be represented in advance that it was safe even before the problems with the 
neck trauma?  Indeed, can I just remind you that after the trial had been completed, after 
the results had been analysed, we find in the Paediatrics paper in file 3, tab 8, of which all 
of the doctors were co-authors, we find in the very last sentence this: 
 

“Further study is warranted to determine the value and safety of CNEP in 
reducing the incidence of chronic lung disease of prematurity.” 

 
So even at that stage it would have been wrong to say that CNEP had been shown to be 
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safe. 
 

I turn now to the question of scoring and the allegation in head 12(b) in relation to 
Dr Spencer and Dr Southall and head 4(b) in relation to Dr Samuels, that the scores were 
allocated incorrectly.  In other words, a failure to allocate them correctly. 

 
Sir, as you know, there are two aspects to this allegation.  The first is that the ultrasound 
scores were wrongly allocated over quite a long period of time in North Staffs because 
we know that on the sequence of forms you have in files 4 and 5 the maximum score was 
initially doubled from 20 to 40.  It was noticed by the statistician and corrected but the 
point is that the instructions should have been clearer in the first place so as to prevent a 
systematic error of this nature from occurring.   
 
Professor Hutton's evidence about this is day 22, 42D-G, when she explained how this 
part of the scoring could have been made simpler and also the importance, which is not to 
be looked at lightly, of ensuring that whoever was coding knew what was meant, 
because, of course, we know that one of the purposes of the scoring system was to act in 
this case as a mechanism for stopping the trial and so, therefore, to get the scores accurate 
was not a matter that can be lightly dismissed.  It was a matter of importance. 

 
You also know that another aspect of this allegation is that some ultrasounds are said to 
have been allocated incorrectly from a clinical perspective, and I have mentioned here 
Patient 6 who was allocated 20 points for having no abnormality and an issue arises, as 
you know, as to whether she did have an abnormality.  Dr Stimmler did conceive that the 
answer to question 8 was probably correct on the basis of the scans of 22 December and 
29 December but she should have had one prior to discharge.  His evidence about that 
was day 20, 31A-C, and you also have the requirement for that in the protocol itself, tab 
1, page 15. 

 
Again, I have mentioned Patient 7 who should not have been given 20 points for no 
abnormality when the only ultrasound we can be sure she had was at four hours old.  That 
is day 20, 29A-C.  Although Dr Stimmler was referred to the data collections sheets, 
suggesting there had been a further scan.  That is day 21, 24H and so on.  Can I also refer 
you to C19, that is the document produced by Dr Palmer, which, in fact, suggests there 
should have been a scan after death. 

 
I then dealt with Patient 14.  This was the patient who was given four points for no 
ultrasound abnormality but there is no scan in the patient's notes, and you know that this 
led Dr Stimmler to say he would not have scored this baby at 20.  He did accept that the 
scan could have dropped out of the notes, and I have given you the reference, and he was 
also referred to the data collection sheets for this patient where there is a reference to a 
scan having been performed.  However, it is important to take on board that he said 
he would have expected, and this must apply equally in relation to Patient 7, if a scan had 
have been taken he would have expected it to have been referred to elsewhere in the 
notes, and his evidence about that was day 21, 54E. 
 
However, sir, as you know, the main criticism in relation to the scoring is the way in 
which the babies who died were scored and that is the allegation that is contained within 
head 12(d) in relation to Drs Spencer and Southall and head 4(d) in relation to Dr 
Samuels, failing to ensure an appropriate method of scoring. 
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You may recall that when I opened the case I said that this aspect of the scoring could be 
said to be a wrong allocation because of the methodology that was being used and 
therefore that it was a criticism that fell potentially either within head 12(b) or (d).  
However, you  may feel that scoring the babies in this way was primarily a consequence 
of the methodology that was used and therefore really more appropriately to be 
considered under head 12(d).   
 
In relation to the scoring, there is not disagreement between the experts on this.  Both Dr 
Stimmler and Professor Hutton maintained their criticism of the way in which the babies 
who died were scored.  Dr Stimmler first articulated his criticism at D20/24G to 25A.  I 
do not ask you to look that up now but I just wanted to remind you myself of what he had 
to say about it and at D20/24G I asked him this: 
 

“The question of infants who died as this one did here, Dr 
Stimmler - and we are going to come to another example shortly - 
what is your concern, if you can articulate it, please, as to scoring 
these babies once they had died?” 
 

His answer was: 
 

“I think it is a difficult one.  My own knee jerk response to that was 
if they are dead they are dead and they should score nothing because 
that is the worst possible outcome for the trial.  On the other hand, 
where you are specifically - I can see why they were scored because 
if you are specifically looking for what their lungs had been like 
before they died as an effect of positive pressure versus CNEP, you 
would need to take into account what was going on before they died, 
so that I can understand why it would not perhaps be reasonable to 
give them all 0.  I do not think you can give them scores for anything 
that happened after they were dead.” 

 
He was later to describe it (can I just give you this reference – D21/20D) as a 
“foreseeable obvious anomaly”; in other words, not reliant, it would seem, on a 
statistician or anyone to tell you that this was something that would occur in the course of 
this case.  The point I want to make is this.  Throughout the long and persistent cross-
examination on this issue he did not alter his fundamental objection to the scoring of the 
babies who died.  He accepted, as is apparent actually in that extract I have just read you, 
that it would not be right to score dead babies as zero, but he still thought the scoring had 
to be different from what it was.    
 
He gave a clear example of what he saw was wrong with the scoring and he used the 
example of necrotising enterocolitis.  This is D21/15F to H.  He told us that that can 
happen at any time whilst a baby is in hospital. The fact that it died at one day of age and 
has not got necrotising enterocolitis should not give it a score for not having necrotising 
enterocolitis because it might have developed it if the infant had lived and again I invite 
you to look at his answers on D21/19C and D21/30G to 31B in relation to scoring and his 
views upon it.  I am not going to ask you to turn to them now, but they support the 
contention, I would say, that he maintained his criticism of the scoring system in relation 
to dead babies. 
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He said he would have devised a system where you stopped scoring when the baby had 
died and he told us that at D21/37H.  I just want to remind you of another short passage 
from what he had to say. This was when he was being cross-examined by Mr Foster at 
D21/38G. The question says: 
 

“I think all that we are disagreed about is the weighting that one 
gives in a situation like that or analogous to that?” 
 

That is, when someone has died.  He said: 
 

“Not even that.  I think it would be possible to devise a system 
where if babies died before the end of the trial or whatever they 
could be given a score which is valid only up to the time that they 
died.  To put it another way, another point of view, as Miss 
O’Rourke pointed out, it is when the mother and father of number 7 
realised they were getting scores when they were not even alive that 
caused them to feel that there was something basically wrong here.  
It does, to me, seem to be against commonsense, however it might 
do statistically, to give scores for things that cannot have happened 
because the baby was dead.” 
 

Of course, as we know, Dr Stimmler defers to Professor Hutton on the statistical aspects 
of the scoring.   
 
Sir, I turn to deal with Profession Hutton’s evidence in relation to the scoring which I 
have dealt with at paragraph 44 and page 11 of my response.  I want to just begin by 
saying something about Professor Hutton.  You will, of course, form your own view, but 
she is, I suggest, very experienced in her field, as can be seen from her CV, C14, which I 
think Mr Forde in cross-examination described as “long and impressive”.  Sir, there is, in 
the Council and complainant’s suggestion, absolutely no basis for saying that she lacked 
objectivity.  As you know, she is not critical of the design of the trial and at D22/40E, so 
in the course of her evidence to you, she told you that she thought it was probably of an 
exceptionally high quality, not really only for the 90s but arguably possibly for some 
trials nowadays and, indeed, as you know, it was as a result of her opinions, and again I 
think she reiterated this in evidence, to which both Dr Nicholson and Dr Stimmler  defer 
that certain of the allegations in this case were abandoned. 
 
She has no animus against this trial at all.  In the light of some of the suggestions that 
have been made in this case, that is important to bear in mind when considering her 
evidence.  She maintained throughout her evidence that it was not statistically appropriate 
to continue scoring after death and I have just set out some examples for you there of 
where this is expressed.  It was expressed on many occasions in answer to many 
questions – D22/38 to 73, D23/1 to 40, D25/1 to 24.  You will be relieved to hear I am 
not going to try and read those out to you. 
 
The score, she said, had a logical implication that there would be a category of pairs in 
which the dead child is logically defined as doing better than the live child. That is 
D23/11C.  She thought it inappropriate to treat what she described as informative missing 
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data as if it were missing explicitly at random (D23/27B and 33D).  Translated into an 
example, I think that is what Dr Stimmler was describing in relation to his example of 
necrotising enterocolitis and I think in fact Professor Hutton gave us a more down to 
earth example at one stage in her evidence when she was referring to an obstetric record 
about whether a mother smoked or not.   
 
Going back to Professor Hutton’s evidence, she said it would have been possible to 
devise a system dealing with this problem (D23/29E) and she gave an example in re-
examination of how that might be done and you will find that at D25/21A.  She also told 
you that it was a principle of Bayesian statistics to consider what you are trying to 
achieve against the balance of risk and benefit.  That is D25/21C to G.  You cannot just 
look at the scoring in isolation from its effects on others. This was just not an appropriate 
method of scoring dead babies.   
 
In fact, sir, it is not correct to suggest that information about the scoring would not have 
been available to parents.  I do not think any of us knew what the position was in relation 
to that, but I was just reminded when I was looking through the bundle at the various 
guidance of something that is pertinent in file 1 behind tab 2 and page 106, if I could ask 
you just to have a look at it, because although it is in the bundle it is not something that 
we have actually looked at before now.  Just to put in context where this comes from, 
what document it is part of, it is part of the guidance I referred you to earlier, which is the 
Royal College of Physicians of London, Research Involving Patients, January 1990.  At 
page 106 we see the question of ownership of results of research and at 9.2 “Rights of 
patients to results of research” and it says: 
 

“In studies which involve any sustained co-operation on the part of 
the patient it is good practice to make arrangements to inform 
participants of the outcome of the research in broad terms and to 
combine this with a letter of thanks.  The provisions of the Data 
Protection Act permit patients to demand to be informed about any 
information relating to them which is kept in any automated records 
system, which in practice means stored by a computer”. 
 

That is what is being said about ownership of results at that time.   It may be said this was 
not stored on a computer, but as far as the first part of it is concerned, it is obviously still 
being said it is good practice to make arrangements to inform participants of the outcome 
of the research. 
 
That is pertinent to Professor Huttons’ evidence on D25/4H where she said this, and I 
have set it out at the top of page 12 of my response. She said: 
 

“As far as I am concerned, having a scoring system which might be 
entirely appropriate in one framework which does not recognise the 
amount of distress that will be caused if it is perceived that you are 
scoring an infant who died at two days as if that infant were alive 
and well is not appropriate.  I think that leads to where we are now; 
it leads to something which I think could have been avoided with a 
very slight modification of the score and that we would not have 
been sitting here at all.” 
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That was what she described in fact was a matter of Bayesian statistics.   
 
Sir, I come now to deal with the care of Patient 6 and obviously these heads, heads 16 to 
20, relate just to Dr Spencer.  As Dr Spencer and Mr Forde know, in fact it was elicited in 
cross-examination.  Mr and Mrs Henshall’s concerns have been throughout for their 
daughters and they continue to believe that the CNEP trial contributed to the death of 
Patient 7 and the condition of Patient 6.   
 
Sir, as I set out there, it has, of course, been explained to them that Dr Stimmler indicated 
in examination-in-chief (this is D20/32D) that he was no longer able to maintain that 
Patient 6 was hypoxic in the light of the evidence given by Drs Brookfield, Palmer and 
Morgan and also the clearer copy and original of page 84 in Patient 6’s notes; in other 
words, on the basis of the PO2 samples more probably being capillary rather than arterial. 
 
He was surprised PO2 capillary samples were recorded in a study of this nature because 
they are both inaccurate and unreliable and in fact in describing the treatment protocol in 
the Paediatrics paper in file 3, tab 8 (and this is page 760 in the bottom right hand corner) 
the authors write about the way in which the monitoring should have been carried out.  
However, Dr Stimmler felt unable to criticise Patient 6’s monitoring in the period referred 
to in head 16.  He was asked that by me in chief and that was his response and that is 
D20/35C. 
 
Can I turn then to head 17?  Dr Stimmler confirmed that the taking of blood pressure was 
part of the CNEP protocol (day 20/33H).  Once Patient 6 was ventilated on 15 December 
1992, a UAC was inserted, we know from Dr Arya’s note.  If a requisite transducer was 
then put into the artery this would have enabled the blood pressure to be taken (day 
20/34B-C). 
 
We do know though that there are no blood pressure measurements recorded at all for this 
patient.  Although the responsibility for recording the measurements was that of the 
nurses, Dr Stimmler did confirm that doctors would have had access to the charts and also 
that the physicians involved in Patient 6’s care would have responsibility for looking at 
the columns and would have seen therefore that the measurements were blank.  He said 
that on day 21/52D-G. 
 
It was also the evidence of Mrs Henshall – and this is day 9/21B-C – that Dr Spencer was 
at the hospital on the day that Patient 6 required ventilation.  She gave evidence that he 
spoke to Carl Bose about Patient 6 and then put his head round the door of the neonatal 
unit and told staff to bleep him if Patient 6 needed intubating.   
 
Heads 18 and 19.  These, of course, relate to the failure to inform Mr and Mrs Henshall of 
the abnormalities shown on the ultrasound scans on 22 and 29 December 1992. 
 
Mrs Henshall’s evidence about this you will find on day 9/27H-28B.  She told you that 
she had been told that the scans were normal and that Patient 6 was fine, nothing to worry 
about.  Several people told her that and she also brought it up with Dr Spencer, who said 
“Fine.  She is absolutely fine.  Not a problem.” 
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Mr and Mrs Henshall should – and this is the evidence of Dr Stimmler – have been made 
aware that there might have been a bleed and his evidence about this in re-examination is 
to be found at day 21/52H-53A.  I think it is the case that Drs Morgan and Wildig also 
supported the contention that the parents should be told the results of the scan and that 
Dr Wildig may indeed have thought that the second scan was worse. 
 
Head 20 relates to the fact that Patient 6 should have had an ultrasound scan prior to 
discharge.  That is day 21/53B-C.  Of course, Dr Spencer did not personally have to 
undertake that but he did need to ensure that arrangements were in place to ensure that 
this was done.  
 
As far as head 21 is concerned, that is in relation to Dr Spencer – it is head 14 in relation 
to Dr Southall and head 6 in relation to Dr Samuels – these are the heads of charge that 
describe the conduct complained of in this case.  What the Council and complainants 
would say in respect of that is it is for you to consider on the basis of the totality of the 
evidence you have heard from both the factual and also the expert witnesses whether the 
conduct complained of is capable of being described as set out in those heads of charge.  
It is said that at the very least the conduct complained of was inappropriate and 
inadequate and also that you can go on to find, or could find, also that it was not in the 
best interests of the patient or patients and likely to bring the medical profession into 
dispute. 
 
Can I turn then to deal with the question of serious professional misconduct, because of 
course a submission is made under both limbs, as I indicated right at the outset, of 
Rule 27.  What I would say is this, that as I anticipate you may well be advised there is 
one charge against each of the doctors.  If you find that any of the factual allegations are 
capable of proof you then have to consider whether those facts taken together could be 
sufficient in your judgement to amount to serious professional misconduct.  I have 
referred you there to Roylance v General Medical Council (No. 2) [2000] 1 A.C. 311 
because it was endorsed in the case of Meadow, to which reference has been made, that 
the expression “serious professional misconduct” is not capable of precise description or 
delimitation as was found in the case of Roylance.  Therefore it is not the case of just 
alighting on particular adjectives to describe conduct, you have to look at each individual 
case and consider whether it could amount to serious professional misconduct. 
 
It is the submission of the GMC and the complainants that these allegations could indeed 
amount to serious professional misconduct, and can I just end by saying this, that what 
really underlies, you may think, a number of these allegations, whether they are 
allegations in relation to the consent process, the results of scans or even the scoring 
system for dead babies, is the important issue of effective communication.  If public 
confidence is to be maintained in the conduct of research trials parents need to understand 
the process and how it works.  As Dr Stimmler said – this is day 20/10B –  
 

“I am sorry to say that I think the vast majority of us do not 
communicate with parents as well as we should.” 
 

That important principle underlies the presence of all of us in this case and is indeed a 
reason – not the sole reason but a reason – why the conduct complained of in this case 
could indeed amount to serious professional misconduct. 
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Sir, those are my submissions, but before I finally conclude would you just give me a 
little time to speak to Mr and Mrs Henshall in case there are any other issues that I need 
to raise and also to discuss this question of the amendment that we left at the outset? 
 
THE CHAIRMAN:  Do you want us to break for that purpose? 
 
MS SULLIVAN:  Please, sir, yes. 
 
THE CHAIRMAN:  I think probably the sensible thing to do would be to break for lunch 
now and come back at 20-past one, then you can make any final observations which you 
have and I can look to those representatives to see whether they have any final points 
which they wish to make. 
 
We will break now for an hour and come back at 20-past one. 
 

(The Panel adjourned for lunch) 
 

MS SULLIVAN:  Sir, can I indicate there is nothing further I wish to add to my 
submissions, thank you very much, but I am now able to deal with the proposed 
amendment to head 8 of the charge. 
 
Sir, I can indicate that Mr and Mrs Henshall are content with the proposed amendment so 
that it reads: 
 

“In or around July or August 1991 artificial surfactant was 
introduced as a treatment for some patients in the trial.” 
 

Sir, could I formally apply to make that amendment? 
 
THE CHAIRMAN:  Anything further, Mr Forde or Miss O’Rourke? 
 
MISS O’ROURKE:  No, sir.  It does not cause any disadvantage. 
 
MR FORDE:  With a little reluctance on the part of Dr Spencer, we are happy to admit 
that charge as amended, sir. 
 
THE CHAIRMAN:  So you have no problem with the amendment then? 
 
MR FORDE:  No. 
 
THE CHAIRMAN:  The Panel have received legal advice already about the matter of 
amendment and in the absence of any objection and in the absence of any concern from 
my colleagues, we will approve the amendment of charge 8 in relation to both Dr Spencer 
and Dr Southall so that it reads: 
 

“In or around July or August 1991 artificial surfactant was 
introduced as a treatment for some patients in the trial.” 
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I think you have answered the next question, Mr Forde, which is whether Dr Spencer is 
now able to admit that charge as amended? 
 
MR FORDE:  He is, sir. 
 
THE CHAIRMAN:  Miss O’Rourke? 
 
MISS O’ROURKE:  Sir, admit the stem of the charge because 8(a) and (b) are denied. 
 
THE CHAIRMAN:  Yes, of course. 
 
MISS O’ROURKE:  But, yes, we do admit the stem of the charge. 
 
THE CHAIRMAN:  In that case, in relation to Dr Spencer, the stem of charge 8 as 
amended is now admitted and therefore found proved and the same position applies in 
relation to Dr Southall.  The stem of charge 8 as amended is admitted and therefore found 
proved. 
 
Mr Forde. 
 
MR FORDE:  Sir, in reply I will go through in the order of Ms Sullivan’s skeleton.   
 
Page 3, head 3:  I simply reiterate on Dr Spencer’s behalf the first paragraph on page 8 of 
my skeleton argument which deals with the proposition that it would be ludicrous to 
suggest a failure to subject every neonate to every proposed investigation regardless of 
clinical condition could amount to serious professional misconduct, and I deal 
specifically with that charge just to remind you when you are considering matters on page 
9 of my skeleton argument where I have quoted Ms Sullivan’s opening and dealt with the 
evidence of Kate Palmer and Dr Nicholson.  I remind you that he did not see this 
criticism as fantastically culpable, he regarded it possibly as sloppy.  It could not found, 
in my submission, as finding serious professional misconduct. 
 
Perhaps more importantly, in relation to the reporting of the neck skin trauma as we 
define it, I am bound to observe on the part of Dr Spencer, and I suspect the other doctors 
in the case, that the guidance that is relied upon would appear to be the guidelines on the 
Practice of Ethics Committees in Medical Research Involving Human Subjects, which 
was embargoed at 11 a.m. on Tuesday, 9 January 1990, which you have at page 120.  I 
reiterate my submission that it does appear primarily to be aimed at ethics committees.  It 
is said to be supported by the document just before that, which is the Research Involving 
Patients document that you will find at page 65.  My learned friend Ms Sullivan pointed 
in particular to the introductory passage 1.3: 
 

“We have produced guidance”  
 

– I emphasise the word “guidance”; it is not a mandatory set of rules –  
 

“which is intended for all concerned – including patients, 
researchers, doctors, nurses and other health workers, sponsors of 
research, Research Ethics Committees and the institutions in which 
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the research takes place.” 
 

We have no difficulty with that being the proposal of those drafting it.  The observations I 
make though are as follows.  Firstly, the timing, 9 January 1990.  In my submission, you 
would have expected the ethics committees first of all to take on board this guidance and 
for it to filter gently down into the clinicians’ collective consciousness.  It would not be 
an immediate response to this.  I remind you, and you have this in your file 1 behind tab 
1, that the application was made on 29 November 1989, so it pre-dated by some weeks 
this guidance.  The approval initially was supposed to have been taking place in 
December 1989 and you can see that from a letter at page 17 from Mr Russell, who said: 
 

“I regret that owing to the amount of business on the agenda for the 
last Ethical Committee meetings, there was insufficient time to 
discuss the new projects...” 
 

It is then carried forward to 10 January and you have at page 18 approval on 10 January 
the letter of 11 January.  So the approval, it would appear, would be something around 24 
hours after the lifting of the embargo on that document.  I know not whether it was 
circulated to ethics committees or doctors – you have heard no evidence – but it is, of 
course, entirely possible that something that was embargoed until 9 January 1990 did not 
reach those who might have been interested in time. 
 
That is the first point I wish to make in relation to neck skin trauma. 
 
Ms Sullivan also pointed to the timing of the incident and says “in around February 
1990”.  In fact, in file 3, tab 8 at page 153 the death of this child, which was not caused 
by the neck skin trauma, the post mortem date is 2 February 1990.  Again, post-dating the 
application, which was November 1989, which would have included the patient 
information form.  So it is difficult to see how the potential problems with neck trauma, 
which have never materialised at the North Staffordshire Hospital when CNEP had been 
used in larger children and also in 28 to 29 and 30 week children, according to the 
evidence of Dr Livera – it is difficult to understand how that potential risk could have 
found its way into a patient information form that accompanied an application made in 
November 1989.  In my submission, there really is nothing in that point at all.  Dr 
Stimmler told you in turn that that was not something which necessarily should have been 
reported to the ethics committee. 
 
Whilst I am dealing with experts, can I make my position clear?  The expert whose 
evidence should be preferred, as I have accused Ms Sullivan at times of asking you to 
perm any one from three, is Dr Stimmler.  Dr Nicholson accepted that if the appropriate 
standard – and it is my submission that this is the appropriate standard – was that of the 
ordinary competent medical practitioner practising the medical art in 1989 or 1990, 
Dr Nicholson cannot help and Professor Hutton probably helps you still less and, 
therefore, when you are looking at charges 3 to 9 in particular the evidence you should 
place considerable reliance on is the evidence of Dr Stimmler, and in giving your reasons 
for finding that those charges are not sustainable, if you do so find, we would wish you to 
emphasise the fact that you have looked very carefully at the disciplines of these experts. 
 You cannot take a little bit of Stimmler plum and add it to a bit of Hutton plum and then 
come up with something which might found a finding against these doctors.  You look at 
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it from a standpoint, in my submission, of clinicians. 
 

On page 4 of Ms Sullivan's skeleton argument she deals with the evidence of Barbara 
Cannings.  I rely upon that which she said about what was happening in 1994: no formal 
requirements.  Even less so, in my submission, in 1989. 

 
So far as the guidance to Ethics Committees is concerned, the 1991 document, 
Ms Sullivan has attempted valiantly to ally two paragraphs in order to produce some duty 
of responsibility on the part of the responsible investigator.  In my submission, that is not 
how you should read matters at all.  Paragraph 7.8, at page 139, places the onus upon the 
Ethics Committee to mandate some form of follow up:   
 

“if only an annual questionnaire to applicants; it should establish whether the 
project has been completed, abandoned (the reason should be given) or is still in 
progress in the original or other form.”   

 
So, again, impliedly some amendments, it would appear, from paragraph 7.8 to trial 
protocols or trials was being envisaged because it says “original or other form”, and then, 
“information on any adverse events should be sought”, again, post-dates matters but that 
is then specifically referred to under section 8 at page 141, which is “Applications to 
Ethics Committees”, so the heading is important.  It says:   
 

“The Committee should be notified immediately of any serious adverse events or 
if the study is terminated prematurely (see 7.8)”,  

 
- and, in my submission, a fair reading of those paragraphs in combination is that the 
Ethics Committee set the standard, in other words they mandate the reporting of adverse 
events and probably define what they are, and then 141 requires them to makes it clear to 
any applicant, post this guidance in January 1990, but not in 1989, I remind you, of any 
serious adverse events.  This was not serious; our primary submission.  It was trauma to 
the neck.  It certainly was not regarded as something which needed to be reported to 
Dr Stimmler. 

 
Next, in relation to heads 7, 8 and 9, paragraph 18, Ms Sullivan made a submission in 
relation to Dr Raine being supervised by Dr Southall.  There was no specific evidence led 
about whether or not Dr Raine himself informed Queen Charlotte's, and you might have 
expected that and we have always maintained on this side of the room that really in order 
to establish that these were significant rather than minor changes you would have 
expected to hear from somebody from the Ethics Committee saying, “Specific guidance 
was given.  These were changes which were significant.  Very unhappy we were not 
told”.   
 
The introduction of surfactant did cause Dr Stimmler, it is correct, a difficulty as regards 
the pairing of children but, as I have indicated in my skeleton, overall he stated it would 
have been unethical not to have given the surfactant, so nothing, in my submission, in 
those charges which should trouble you in the slightest, and I remind you that the 
relevant guidance from the Paediatric Association in 1992 - these gentlemen are 
paediatricians and you may think that was the guidance they would most likely have had 
brought to their attention - is entirely silent on the subject of the reporting of adverse 
events and the necessity to notify any Ethics Committee of subtle changes to protocols. 
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Then we had submissions made in relation to head 11.  I just reiterate, so far as 
randomisation is concerned, you had the excellent evidence of Mr Andrew Sheridan.  
Mr Foster put the paper in 2003 quite clear, that it is a difficult concept to get across.  It is 
not something which should allow you to infer that the consenting process was defective, 
given the circumstances in which these trained doctors were operating. 

 
Page 7 is probably the page which has caused us the most consternation on this side of 
the room.  I may have to just remind you of certain parts of the transcript because here 
Ms Sullivan, we would say, has been picking parental plums whereas we would like you 
to look at some of the parental duff.  Every parent was asked by one of the three of us 
whether they had difficulties of recollection.  They all said they did, and that really 
should underpin your deliberations if and insofar as they have some difficulties in 
recalling that which was said.   
 
Ms Sullivan has cited, in relation to Mrs Hammond, day 13, page 80F-G, I think I am 
right in saying, and I hope I do not take an unfair point, that none of the parental citations 
direct your attention to any of the cross-examination of any of the parents.  I would direct 
your attention as regards Mrs Hammond to day 13, pages 85 to 87.  In particular, on page 
87, letter B in answer to a question from myself she said this: 
 

“Q  You have explained that your understanding has always been that it was a 
trial?   
A  Yes.” 

 
That is just one stark example.   
 
Mr Hammond again, his cross-examination of relevance between page 95 of day 13 and 
page 98, he told you, at letter B on page 95, that he was in no doubt, after his discussion 
with the young male doctor, that it was a trial.  He knew it was an investigation into the 
best form of treatment for premature babies.  He could not remember Dr Morgan.  He 
said he was not good at names and faces at the best of times and the circumstances were 
difficult.  He recalled being given time to consider matters.  He was aware of a booklet 
and he said something about four sides of paper to read, which was an outline of what the 
CNEP trial was about.  He thought he had probably forgotten the process of 
randomisation but he was prepared to accept that he knew there was a random element to 
the trial.  That is day 13, page 98.  I said this to him at letter F: 
 

“I am just curious as to how it is she seems to have an appreciation”, 
 
- this is his wife - 
 

“of a random element ... you do not have that recollection”, 
 
- and he says -  
 

“Yes, I think we are tripping over the randomness of the selection.  My 
understanding was, and it is still my understanding, that say baby 3's number 
came up as being offered the chance to go on the trial and that was the 
randomness of the selection.” 

 
So an excellent exposition, in my submission, of randomisation.  Mr Alcock, day 14 
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between pages 57 and 59, was quite happy to accept that he was aware of the fact that 
there had been a signed declaration.  This was witnessed by Dr Arya but she was not 
prepared to countenance a failure of recollection in relation to his encounter with her but, 
on the whole, difficulties there of recollection explored.  You recall this is the witness 
who thought her child was born at half past twelve rather than at 11.46, so that may give 
you some indication of her difficulties.  That is Mrs Shufflebotham. 
 
Nicholas Duncalf, day 15; you have a reference to page 4.  We would like you to read on 
one more page to page 5, which is the commencement of cross-examination, where he 
explained his son was now nearly 16, that he had some difficulties of recollection and he 
is an accountant.  He was naturally cautious.  He had a reasonable eye for detail but he 
said it might be diminished in time.  He was used to reading fine print.  He was not asked 
to recollect matters until February of this year and he was quite prepared to concede that 
he may have had extreme difficulties of recollection.  So, again, little reliance can be 
placed upon him.   

 
Lynn Alcock, her cross-examination you have a reference to day 16, page 13.  We would 
like you to read, in particular, Miss O'Rourke's cross-examination between day 16, page 
15 and 23, and you will find very clear exposition of the difficulties of recollection and a 
fairly detailed explanation of the process of consenting there. 

 
Finally, Gillian Hulme.  You have been given a reference to day 18, page 4.  Between 
pages 6 and 10 of day 18 this witness was to explain in some detail her understanding of 
matters.  She was, as you know, an auxiliary.  When I asked her, having looked at the 
consent form and its countersignature, whether she was alleging forgery she said this, 
“Oh gosh, no”.   
 
She was not suggesting the conversation had not taken place.  She said she just could not 
remember and what she said in her witness statement, and you may think this instructive 
in dealing with all the parents: 
 
“I agreed that she could go into the tank.  I was blasé about it.  As far as I was concerned, 
the medical staff knew what they were doing and I left it in their capable hands.” 
 
I think most of the parents recall having some difficulties of recollection. 

 
I emphasised yesterday that it was only really the Henshalls and Mrs Shufflebotham who 
had any difficulty, less than, I think, one and a quarter per cent, so you cannot draw an 
inference adverse to these doctors about training or the consent-taking process.   
 
I was suggesting that you could find a way through with the Henshalls' evidence.  
Miss O'Rourke, I am aware, will be inviting you to find that they were dishonest and 
mendacious.  Certainly, it is my strong submission on the part of Dr Spencer that by 
whatever means you reach a conclusion about the Henshalls' evidence it was very 
unreliable evidence indeed.  That we can discern from the evidence that was given by 
Mrs Henshall, which specific reference is made to by my learned friend about the 
ultrasound scans.  It is page 13, day 9, 21B-C.   
 
We have had another look at the medical notes whilst that submission was being made 
and we would like to draw your attention to the fact that when you look at Patient 6's 
medical notes you will not find, and this is why we say that contemporaneous notes are 
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better than recollection, any entry made by Dr Carl Bose at all.  The relevant entries have 
been made by Dr Arya and Dr Brookfield.  It is remarkable if the conversation took place 
of the sought that is being suggested that Dr Spencer did not find himself dealing with the 
notes, and that is also the case with the blood pressures, where it is suggested that he 
should in some way have discerned during the relevant period of time when we would 
suggest he was not on duty, either in clinic on Tuesday afternoon or Wednesday morning, 
it cannot be a reasonable inference to draw that he had some obligation to ensure that the 
nurses filled in the blood pressures, or having noticed that they were missing they 
fabricated them.  Simply stated, that is a nonsensical proposition. 

 
As far as the other remaining matters are concerned, I deal very briefly with scoring.  
I dealt with this yesterday at length.  Not much assistance really to be gained from any 
witness, in my submission.  So far as Professor Hutton is concerned, she is seeing it from 
a statistician's perspective, so that is the wrong test.  She is not seeing from the clinician's 
perspective. 

 
So far as Dr Nicholson is concerned, for many reasons we say his evidence is unreliable 
and should be entirely rejected. 

 
Just to give you a flavour of where we really are at with the scoring allegations, day 21, 
page 20, Miss O'Rourke was cross-examining Dr Stimmler about whether or not the 
anomalies, as he described them, were foreseeable and she was asserting they were 
foreseen, but even though Dr Stimmler had some remaining difficulties with scoring, and 
we do not accept they are necessarily valid difficulties, he said this, just above letter F:   
 

“I accept that they did it in all honesty and so on.  I certainly do not think it is a 
terribly serious issue in this case.” 

 
That should assist you with the clinician's view called by the General Medical Council as 
to just how culpable this perceived deficiency was and, as you know, we do not perceive 
it was a deficiency at all.  He was also to give a revealing answer in respect of Panel 
questions.  At day 21, page 55, Dr Okitikpi was asking questions which sprung from the 
questions of Miss O'Rourke and said this: 
 

“Q   Just for clarification really.  Miss O'Rourke set out for you an explanation or 
rationale for the way the scoring system was devised? 
A   That is right.   
 
Q   I was not quite sure whether you accepted the explanation.  I take account that 
you might not agree with the way it was done but do you accept the fundamental 
basis of the rationale? 
A   I thought that the rationale was good.  I agreed with it with the exception I do 
not think the way they dealt with it ... did not seem to me rational.  We had long 
arguments, as you know ...” 

 
Then he said: 
 

“We just seem to have got bogged down in this disagreement about how to 
continue to score when the baby had died.   
 
Q   Did you see that as a professional disagreement?   
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A   I would say that, yes, yes.  I would say professional, I am not nearly as good a 
barrister as Miss O'Rourke.” 

 
In essence, he was saying this is a debate that could be had, and it was had with 
Professor Hutton as well, but in no way, shape or form did he seem supportive of this 
allegation in terms of serious professional misconduct and we do remind you of that fact. 

 
Randomisation was also said to be a problem.  Paragraph 29 of my learned friend's 
skeleton reminded you of the evidence of Dr Morgan, day 18, 24 to 28, where he made it 
very clear that it was a difficult concept to get across to parents.   

 
Certainly, on behalf of Dr Spencer, it is straining things, really in a valiant way, on the 
part of Ms Sullivan to rely upon tab 2, page 106, which deals with scoring of data in 
relation to the awareness of parents as to the children's outcome.  It is very unlikely 
indeed that the data sheets would have found their way to any parents.  No evidence 
adduced upon the fact at all and we would ask you to reject any submission that there was 
ever any likelihood of parents being aware of how specific children scored out with an 
inquiry such as this.  So it was not a material consideration for any clinician on the 
ground in the early 1990s. 

 
In relation to charge 17, the clinical charges, my learned friend deals with this at 
paragraphs 47 to 50.  I have dealt with the blood pressures.  We do not accept, on 
Dr Spencer's behalf, the conversation alleged with Carl Bose.  You will find nothing in 
the note, as I have indicated.  At page 23 of Patient 6's notes you will find the relevant 
clinical notes.  There is no suggestion of hypoxia at any stage in those notes.   
 
So far as heads 18 and 19 are concerned, I dealt yesterday with the considerable 
confusion around the ultrasounds and it is not clear in paragraph 53 who should have 
informed the parents of the possibility of a bleed, and Dr Stimmler, again, did not see any 
culpability on the part of Dr Spencer. 

 
We entirely reject the suggestion in paragraph 55 in relation to head 20 of my learned 
friend's skeleton that that could found absent personal liability, a culpable failure on his 
part, and Ms Sullivan appears, at least partially, to concede that because she said this: 
 

“Although Dr Spencer did not personally have to undertake this, arrangements 
should have been in place to ensure that this was done.” 

 
I am very happy with that proposition.  It ends that charge in terms of personal 
culpability. 

 
Those, subject to speaking to Dr Spencer, are the submissions I would make in reply.  
(After a pause)  Thank you, sir. 
 
THE CHAIRMAN:  Miss O'Rourke.  

 
MISS O'ROURKE:  Sir, I have five points to make in reply to Ms Sullivan.  I was then 
going to, very briefly, take up two points that your Legal Assessor put at the end of the 
day yesterday to Mr Forde and indicated that he hoped Mr Foster and I were reading the 
transcript and would then come back and answer those, so I thought that might be a 
convenient way to do it. 
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Firstly, turning to Ms Sullivan, the first point I would make relates to page 2 of her 
skeleton under her title “ISSUES THAT NEED TO BE DETERMINED”, and you will 
see in that paragraph that she makes reference to what I said about the evidence of 
Mr & Mrs Henshall and then makes reference to what Mr Forde said yesterday, and I 
have had, of course, the opportunity to read what he said about there may be a kinder and 
gentler way of dealing with it.  Can I just say this, sir: Ms Sullivan asserts, on page 6, in 
respect of the Henshalls, in very straightforward and could not be clearer terms:   
 

“Mr & Mrs Henshall did not even know their children had been involved in a 
trial until years after the event”, 

 
- and she gives you citations from their evidence in-chief. 
 
You are going to have to determine that issue at the very least, because it is an issue 
under head of charge 11 and, indeed, Ms Sullivan has set it out there.  In my submission, 
in order to determine did they know whether or not there was a study, you are going to 
have to compare and contrast their evidence to the evidence of Claire Newell.  You have 
heard Mrs Henshall say, “Well, Claire Newell was not the one”.  She took the advantage 
again on Tuesday when she popped in the box about something else to say, “Well, it has 
been established that she was not the one”. 
 
My response was, “Mrs Henshall, it has been established she was the one”, because you 
have heard her evidence.  Sir, there is no way there is a mistake about this.  If you accept 
the evidence of Claire Newell, which, in my submission, you are bound to do, it was 
unchallenged evidence, then Claire Newell said in the clearest of terms that she would 
have gone through the sheet, that she would have known the name of the baby and that 
she would not have countersigned that document unless the woman in front of her was fit 
to give consent and understood and you have seen the sheet and it says in no less than 
seven places it is a study or a trial. 
 
If you accept that evidence of Claire Newell and you are determining head of charge 11, 
then you will have to find that the Henshalls have not told you the truth and, sir, I do 
invite you, as I said on Tuesday, to put it in those terms, not to leave room for doubt and 
the reason I say this is I anticipate the Henshalls are not going to accept your 
determination if, as I submitted to you, you accept our submissions and this is your final 
determination.  They will go to the CHRE, they will go to the Administrative Court, the 
judge there will not have the advantage of having seen them and having seen the cross-
examination.  You have, and it is appropriate in the circumstances that you therefore call 
it as you see it, if you agree with me and see it as dishonesty, having heard the evidence 
of Claire Newell. 
 
Can I turn then, sir, to my second point which relates to head 2 re Dr Southall.  It is Ms 
Sullivan’s comments at the bottom of page 2.  The head of charge says in head of charge 
2 “you applied”, not “you were the investigator”. Subsequent charges relate to “In your 
role as responsible investigator”. There is no dispute and there is no denying that Dr 
Southall was an investigator in the trial.  The trial is a multi centre trial, it is not just 
related to one place.   You know that.  You have seen the Paediatrics paper and indeed 
you have seen the references to the trial statistics and the trial figures are multi centre 
trials.  So, yes, he was a responsible investigator or a principal investigator in the trial. 
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Head of charge 2 says “you applied”. There is not a scintilla of evidence that he applied. 
His name is not on the form, he has not signed the application form, he has not signed the 
covering letter, he has not signed or is not the recipient of the letter back from the Ethics 
Committee and you have the clear unchallenged evidence of Barbara Cannings that if you 
are not working at the place in question then you would not be applying to or dealing 
with its ethics committee. 
 
Sir, I make the same point in the subsequent heads of charge 3 through to 9 in respect of 
him.  You have not had a scintilla of evidence that an investigator, if he is employed 
somewhere else, has a duty to go back to the ethics committee as opposed to somebody 
who is an applicant or somebody who is an employee, so that is why I say those heads of 
charge fall and I am somewhat surprised, as I said when I made my submissions about 
this, that Ms Sullivan maintains these heads of charge after the un-contradicted evidence 
of Barbara Cannings, her witness not mine, and I am even more surprised and perhaps 
saddened to see no reference under head of charge 2 to that key evidence of Barbara 
Cannings. 
 
Sir, can I turn then to my third point.  This relates to pages 4 and 5 of Ms Sullivan’s 
submissions and it is where she is dealing with these charges 6, 7, 8 and 9.  You might 
find this a strange submission for me to make, but I do and it is where in paragraph 13 on 
page 4 she cites to you  Professor Hutton’s evidence and she does it again on page 5, 
paragraph 17, because you might say, “Why is Miss O’Rourke complaining about that, 
because both of those statements by Professor Hutton are entirely helpful to her client on 
those heads of charge?” and indeed they are.  Sir, I say, again out of an abundance of 
caution and fear that this case may be looked at elsewhere, Professor Hutton was not 
being called to give you evidence as someone expert in ethics committees, she was being 
called to give you evidence as a statistician and therefore in respect of head of charge 12, 
much though she does support us on those heads of charge.  You can find those heads of 
charge have insufficient evidence or no evidence without needing to pray her in aid and it 
would be regrettable that you prayed her in aid and then found somebody saying 
somewhere else to a High Court judge, “That was not her expertise, we were not relying 
on her for that, that is a mistake made by the Panel and that undermines the whole 
decision”. 
 
You do not need to rely on her.  It is very kind of Ms Sullivan to put it in, but, thanks 
very much, we do not need it, there is a lack of evidence in any event without us needing 
to pray in aid Professor Hutton.  Sir, it is why I said to you what I did when I made my 
submissions about Dr Stimmler, for example, lest again in due course Mr and Mrs 
Henshall decided to disown him and disown parts of his evidence when it suits them.  I 
say what you should be doing with experts is looking at what they truly could help you 
with and what they truly had expertise on and relying on them in that respect. 
 
My next point, sir, my fourth point, is page 9 in Ms Sullivan’s skeleton.  It is under her 
paragraph 40.  It is in reference to Patient 6 and she says:  “This patient  was allocated 20 
points for having no abnormality”.  It is simply to remind you, sir, that what you had to 
have was a defined abnormality within the protocol and within the scoring system, so it is 
not a question of just no abnormality.  On the next page you will see reference under 
Patient 14 to data collection sheets.  Sir, you heard the evidence from Joe Raine.  These 
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were filled in from data collection sheets, not from post mortems, because that would be 
dangerous, because you would introduce bias, different people do the post mortems. 
 
Nobody criticised the system, no expert, no witness, of having data sheets and doing it in 
that way.  If you do it in that way and that is how you set up the system and that is the 
responsibility of my client as a principal investigator, he was not filling in these 
individual sheets, he had nothing to do with it, but he set up the system and so if the 
attack is on the allocation and the system then the answer is if there is nothing wrong with 
using data sheets then you do it from that and the fact a scan has been dropped or lost that 
is, of course, part of the whole abuse argument and delay. 
 
Finally, sir, head of charge 14 as it is against Dr Southall.  It is page 13, the last page, the 
last entry effectively on Ms Sullivan’s submission.  She says very little indeed in respect 
of it.  You will see it is her paragraph 56 and it is three lines.  She says you are entitled to 
look at the totality of the evidence, both from factual and expert. That is where I have to 
disagree with her because if you look at the words of the charge (and against Dr Southall 
it is charge 14) it says:  “Your actions … were  inappropriate, inadequate, not in the 
patients’ best interest, likely to bring the medical profession into disrepute”.  Looking at 
“inappropriate”, you have got to look at inappropriate for a medical practitioner, because 
that is what he is and this is the General Medical Council’s Fitness to Practise Panel.  You 
have got to look at “inadequate” again in the same context.  You have got to look at 
“likely to bring the medical profession into disrepute” in the same context. 
 
Therefore you have to in fact judge this based on expert evidence if at all, on the evidence 
of those who are general medical practitioners or medical practitioners who can talk to 
you about it. Therefore, the only expert evidence you could rely on in head of charge 14 
is that of Dr Stimmler and, in my submission, you could not touch the evidence of either 
Professor Hutton or Dr Nicholson in answering those questions of inappropriate, 
inadequate, and bringing the profession into disrepute.   
 
Insofar as you can rely on other factual evidence, my submission is you cannot rely on 
any of the parents’ evidence. They never met Dr Southall.  He was not taking their 
consent. They would have nothing to add and they cannot say what the training was.  So 
the only factual evidence you could look at is the training of the doctors and the doctors 
you heard, all of whom said:  “Professor Southall was available to answer our calls, he 
came up to Stoke, he gave us training and he talked to us”. 
 
Sir, finally my two points dealing with the questions that your Legal Assessor asked 
yesterday of Mr Forde.  Firstly, he asked about misrepresentation and the question of 
whether it needed to be deliberate, intentional etc.  Sir, my position on misrepresentation, 
as I said in my submissions, is that in fact what was being stated was a statement of 
opinion and therefore you have to look at the subjective belief of the individual in 
question, in this case Dr Southall.  Of course, I say there was no misrepresentation when 
you take into account what you have is a statement of opinion. In his opinion, it had been 
shown to be safe because he had worked with it.  Therefore, I say you do not actually get 
into the debate of negligent or reckless or whatever because you have to examine his 
stated opinion and you have no evidence before you that that was not his opinion, that it 
had been shown to be safe, and so that is the end of the story. 
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Finally, sir, your Legal Assessor asked Mr Forde about the question of serious 
professional misconduct, because Mr Forde in his submissions had put in respect of each 
sub head of charge “and in any event this is not serious enough”. Sir, I hope I did make it 
clear when I made my submissions, but I clarify it now lest there be any doubt, Dr 
Southall I think has admitted 2 ½ sub heads of charge or two heads and two bits and then 
some stems of charge.  It is possible that all of my submissions do not find favour with 
you and so you find that there are other little sub heads of charge that may be left there in 
respect of which you say, “It might be we need to hear more evidence”.  I say even if you 
add those into the two heads of charge and a couple of stems that are admitted you then 
look at all of that and say is that incapable of amounting to serious professional 
misconduct and you answer that question, in my submission, yes.  Indeed I say even if all 
of it was left there, you would still be answering it yes. This is not the stuff of serious 
professional misconduct. Those of us, and I do say you as a Panel, know it and have 
experience of it, who have dealt with cases of serious professional misconduct can 
recognise that immediately.   
 
I am just reminded, I should say in the transcript of my submissions (I know you are 
going to be retiring later today/tomorrow to look at them) there is a lacuna in the 
transcript for Tuesday.  Fifteen minutes of my submissions were left out, I am assured not 
wilfully by the shorthand writers. They have located the relevant bit.  It relates to what I 
said about the law. I do not think it is going to trouble you that much because Mr Foster 
put it in his skeleton and your Legal Assessor is going to address you on it anyway, but I 
just simply highlight it in the transcript.  It has been corrected, I am being told. I am 
simply being reminded to say that.  Sir, those are my submissions. 
 
THE CHAIRMAN:   Thank you, Miss O’Rourke. 
 
MR FORDE:  Sir, Mr Foster, I am sure, will be customarily brief.  I should have said, and 
I was prompted by Miss O’Rourke’s submission in relation to Dr Southall’s paragraph 
14, that I adopt her submissions in relation to the appropriate test as it pertains to my 
client’s paragraph 21 which is written in identical terms.  I just wanted to state that for the 
record, sir. 
 
THE CHAIRMAN:  Thank you.  Mr Foster? 
 
MR FOSTER:  Thank you, sir.  Sir, Ms Sullivan began her opening of this case by 
referring to anticipated inconsistencies between the various witnesses she proposed to 
call.  She called the witnesses and those inconsistencies eventuated. That, in my 
submission, amounts to an acknowledgement by her in relation to every head of charge 
reflected in that inconsistent evidence that at the very least she is in difficulties in relation 
to the second limb of Galbraith. 
 
Can I move on to deal with the question of administrator.  Ms Sullivan dealt with this on 
page 6 of her skeleton argument. She said: 
 

“There is no magic in the term administrator.  In fact the description 
of Dr Samuels as the administrator of the trail comes from Dr 
Samuels himself” 
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and she refers to a document which was handed up in the course of the argument about 
abuse of process.   
 

“A letter written on Dr Samuels’ behalf in which it is said ‘Dr 
Samuels assisted Professor Southall in the administration of the 
CNEP trial”. 
 

That does not begin to help her.  The reason why is that if she is alleging, as she is, that 
there is a recognised status of trial administrator and, accordingly, that there is a duty as 
she has pleaded attaching to the responsibilities of a trial administrator, she needs to 
assert that there is indeed some magic in the term “administrator”.  Lots of people no 
doubt assisted Professor Southall in the administration of the CNEP trial – secretarial 
staff, people who took the post to the box.  On the evidence as it presently stands, an 
admission that Dr Samuels assisted Professor Southall in the administration of the CNEP 
trial might for all we know mean no more than that he bought a box of paper clips, to be 
flippant about it.  You have no evidence of the extent of his involvement in any 
administration. 
 
Accordingly, it is quite impossible for Ms Sullivan to contend with a straight face that in 
Dr Samuels’ role as an administrator of the CNEP trial all the duties alleged in 3 and 4 
fell upon his shoulders.  Even if such a duty existed, she has to prove by reference to the 
relevant expert evidence what those duties are.  She has clearly failed to do so. She has 
not called anyone who is able to say what a trial administrator is, still less she has failed 
to call anybody who has actually assumed at any stage the role of a trial administrator to 
say that Dr Samuels was at fault in failing to comply with the recognised duties of a trial 
administrator.   
 
She failed to deal at all with the challenge which I threw down to her yesterday which 
was to link what Dr Raine said about Dr Samuels’s involvement at Queen Charlotte’s and 
in the trial with any role that Dr Samuels might have had at Stoke.  I deal with this in 
paragraph 4.3 of my skeleton argument.  I set out there a number of ways in which at 
Queen Charlotte’s Dr Raine said that Dr Samuels was involved and I specifically invited 
Ms Sullivan to say how she linked that with anything which Dr Samuels had done at 
Stoke.  Nothing has emerged from that side, because nothing emerged in the course of the 
evidence. 
 
So far as Dr Samuels’s involvement in the Stoke trial is concerned, all the evidence is 
summarised at 4.3(b), (c) and (d) of my skeleton argument, namely involvement in some 
CNEP training in London and Stoke in randomisation and as an author of the Paediatrics 
paper.  None of that begins to get her home in relation to trial administration. 
 
At page 6 again of Ms Sullivan’s skeleton she says in the second paragraph down, relying 
on the Nuremburg Code: 
 

“The duty and responsibility for ascertaining the quality of the 
consent rests upon each individual who initiates, directs or engages 
in the experiment.   It is a personal duty and responsibility which 
may not be delegated to another with impunity”. 
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You heard what Dr Stimmler had to say about that.  It is wholly unrealistic not to 
delegate.  Common sense tells you that emphatically, even if Dr Stimmler had not.  In 
order to succeed under anything approaching that, she has wholly to disown not only the 
express evidence of her own expert witness but also all the principles relating to the way 
that you should approach the expertise of any specialist practitioners. 
 
The issue of consent.  This is Ms Sullivan’s paragraph 24 of the skeleton.   She says this:   
 

“Dr Samuels was an administrator.” 
 

(I have commented on that already) 
 

“However, he had a high level of involvement in the running of the 
trial being one of the two doctors responsible for randomising all of 
the babies into the trial.  He was also involved in the devising of the 
scoring system.   He had previously undertaken research with Dr 
Southall and at the time in question was a senior practitioner who 
was to become a Consultant at Stoke before the trial was 
completed.” 
 

As I have already pointed out, there is one factual error in there.  There is nothing 
connecting him with the devising of the scoring system in Stoke, but if one excises that, 
as one has to, and takes the rest of the paragraph as it stands, what she goes on to say is 
incomprehensible.   
 

“He too, therefore, had an obligation to ensure that appropriate 
procedures were in place for the obtaining of informed consent from 
the parents”.  
 

The “therefore” is crucial and Ms Sullivan has not led or extracted any evidence in 
relation to what the consequent obligations upon Dr Samuels were. 
 
What is safe?  This is Ms Sullivan’s paragraph 35.  She acknowledges that Dr Stimmler 
thought that it was safe within the meaning of the papers which he had read.  I 
respectfully repeat and adopt what my learned friend Miss O’Rourke says about this.  
Whether the practitioners here had the opinion that this was safe is the way that it is put 
and the way that you must answer it.  There is nothing to contradict the assertion that they 
thought it was safe. 
 
If you are against us on that submission, you then and only then go on to ask yourself the 
question of whether there was a misrepresentation of some factual sort and, if so, what 
degree of culpability should be attached to that misrepresentation.  Ms Sullivan has, 
again, a hurdle which it is impossible for her to clear because Dr Stimmler said that there 
was sufficient evidence in the papers and, of course, there was evidence too in the clinical 
experience of the doctors concerned to say that this was safe.  If she is saying this was a 
misrepresentation because it was in some way negligent, that is specifically contradicted 
by the only relevant expert evidence on the subject. 
 
There is no comfort for Ms Sullivan in the observation that some of the papers put to 
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Dr Stimmler related, for example, to INEP because Dr Stimmler has asked specifically 
whether it is appropriate to extrapolate from those papers to the CNEP experience.  He 
was asked specifically whether it was appropriate to extrapolate from papers dealing with 
a slightly different patient cohort to the CNEP cohort and the answer on each occasion 
was yes, it is an appropriate extrapolation.  Even if we are in the realm here of negligent 
misrepresentation of some sort, there is no evidence other than evidence which is wholly 
favourable to these practitioners. 
 
She cannot draw comfort either from her paragraph 39, which cites the final paragraph of 
the Pediatrics paper – further studies warranted to determine the value and safety of 
CNEP in reducing the incidents of chronic lung disease at prematurity – because that is a 
specific reference to reducing the incidence of chronic lung disease of prematurity.  It is 
not talking about the safety of CNEP per se. 
 
Finally, can I refer again to my skeleton argument and paragraph 7.4(a).  I have listened 
with care to what Ms Sullivan said in relation to the parent information leaflet.  What 
I was listening for specifically was any suggestion that there may be some evidence that 
Dr Samuels was in some way involved in the authorship.  There has been nothing at all 
and for that reason at all that head of charge has to fail. 
 
So far as the Henshalls are concerned, you may find it difficult to resist the submissions 
which Miss O’Rourke has put before you in relation to how you should approach the 
Henshalls’ evidence, but since none of their evidence is remotely relevant to what 
Dr Samuels faces I do not address you specifically about it. 
 
THE CHAIRMAN:  Thank you very much, Mr Foster.  Indeed, thank you all for your 
submissions at this stage of the case.  I think we have now reached the point where I look 
to the Legal Assessor to advise the Panel on the relevant law. 
 
THE LEGAL ASSESSOR:  Before I do, I might just take the opportunity to ask Ms 
Sullivan a point before I completely finalise my thoughts on the issue. 
 
It is head of charge 2 for Dr Southall and the wording is “you applied”.  I certainly can 
see from your skeleton why you say you can infer that there was some involvement with 
the trial and there is other independent evidence that Dr Southall had involvement with 
the trial.  On the other hand, there is also evidence, I think, that the protocol may have 
been slightly different, or certainly no evidence that it was precisely the same at Queen 
Charlotte’s, and insofar as Doncaster is concerned we do not know.   
 
I can also see you could say that Dr Southall having some involvement must have known 
that there would be a protocol or an application but why is it safe for the Panel to go on to 
conclude that he jointly, in effect, made the application? 
 
MS SULLIVAN:  I would invite the Panel to draw that inference from the fact that he is 
very much jointly involved in the trial as the description of “responsible investigator” 
indicates at the start of the application and that it is a safe inference for the Panel to draw 
from the fact that he allows his name to be put forward as a responsible investigator that 
he is equally applying to the ethics committee to endorse this application otherwise there 
would be no point in his name being on the application form.  There are also the 
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references to “we”, as I indicated throughout the application. 
 
MISS O’ROURKE:  Sir, can I just respond very briefly to that?  There is not a scintilla of 
evidence that he allowed his name to be put forward because there is not a single shred of 
evidence he ever saw that application form.  You have heard from no witness because the 
only witness who could give you that evidence would be Dr Andrew Spencer and because 
page 1 is a letter from Andrew Spencer, page 2, 3, 4 and 5 is the form signed only by 
Andrew Spencer and page 9 (or whatever it is) is the one that comes back, David 
Southall’s signature is on nothing and you have not heard a single witness say that he saw 
that form before it went in, that he allowed his name to be put on it or indeed that he in 
any way had anything to do with it.   
 
Insofar as Ms Sullivan says you can infer it, yes he is involved as an investigator in a 
CNEP trial but nor a NIRS trial.  You have not got a scintilla of evidence that he is 
involved in the near infrared spectroscopy – and, of course, that is head of charge 3 
complaining about the fact that that protocol includes that.  There is no evidence 
anywhere in the 30 days that you have heard that Dr Southall had anything to do with 
NIRS; it was not part of the Queen Charlotte’s or the Doncaster protocol and it had 
nothing to do with him.  In fact, if anything, if you are going to draw an inference you 
would be having to draw it the other way round, that Dr Southall would not be a 
responsible investigator in this Stoke trial because he was having nothing to do with 
NIRS and he has no involvement with it and therefore the protocol is not one that he 
would be signing up to and the application is not one he was signing up to, he was 
involved only in CNEP. 
 
Sir, in fact I say that the inference would have to go the other way round, but you actually 
have to decide it on evidence and Ms Sullivan has called no evidence that he made the 
application.  In fact, she has called evidence to the contrary because you will remember 
the two pages I reminded you of in Barbara Cannings’ evidence where I asked her about 
the subsequent documents which we have available showing he made an application to 
the ethics committee in Staffordshire in September 1992 in respect of a subsequent CNEP 
trial. 
 
I am told that Dr Southall subsequently was involved in near infrared in terms of a paper, 
and so I should not mislead you in that respect.  What I say is in respect of the protocol 
and the inclusion of that you have no evidence before you that that was his trial and that 
the protocol at Queen Charlotte’s does not, of course, deal with it.  When your Legal 
Assessor asked Ms Sullivan the protocols looked like they may be different, the answer is 
that it is. 
 
THE CHAIRMAN:  Mr Forrest. 
 
THE LEGAL ASSESSOR:  Sir, I have proffered advice so often that it seems 
unnecessary but I will give the usual preface that it is advice to the Panel, not a direction, 
and the Panel is free to disagree. 
 
I should, perhaps, give rather more emphasis to the next preface, that if I use examples in 
the course of this advice they are only examples that demonstrate the different possible 
propositions and they are certainly not intended to provide a steer from me as to the way 
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those examples ought to be decided because matters of fact, and indeed law, are 
exclusively within your province and not mine. 
 
There are various applications before the Panel now.  Mr Foster, in his usual brief 
manner, lobbed into court at the outset of his submission a reminder that the Panel has a 
continuing duty to review the abuse of process application and Mr Forde nobly followed 
where Mr Foster led. 
 
However, neither raised any new matters beyond those which have been ventilated in the 
original application and my suggestion to you is that you leave those applications on the 
back burner at this stage.  If there is no case to answer in respect of various allegations it 
is better for all that those matters should be decided.  Indeed, sometimes if there is a case 
to answer it is still better that a decision be made on the merits.  Either way, it would be 
better than the rather unsatisfactory limbo which can result from a stay in which there is a 
decision neither way on the merits. 
 
My suggestion, therefore, is that if, having examined the other applications to which I am 
about to turn, there remains sufficient in issue or admitted to enable the Panel to proceed 
to the next stage of the inquiry then all the doctors should feel free, or those who remain 
involved, to renew an abuse application which could then be focussed on whatever 
allegations are left and if there are new issues have emerged from the evidence those can 
be brought specifically to your attention.  That is not to say, of course, that the lapse of 
time should not enter your considerations, and I shall deal with that – it would sound 
facetious if I said “Don’t worry, we’re coming to that” but we are in due course.  
 
The applications which I suggest you consider at this stage are the dual applications on 
behalf of each doctor under paragraph 27(1)(e) of the Rules.  The first submission is that 
in respect of all or any of the facts which remain in dispute no sufficient evidence has 
been adduced upon which the Panel could find those facts proved and the second is in 
respect of any charge that the facts of which evidence has been adduced or which have 
been admitted are insufficient to support a finding of serious professional misconduct.   
 
As a matter of terminology and because it can have effects on the way you approach 
matters, you will remember that I clarified yesterday with Mr Forde – and no-one, I think, 
has said differently since – that there is in the case of each doctor only one charge which 
is serious professional misconduct.  The various paragraphs and subparagraphs which are 
set out in the Notice of Inquiry are the facts which have been admitted or which the GMC 
will in due course invite you to find have been proved.  Sometimes those facts are 
referred to as “heads of charge” and sometimes as “allegations” and I think in the course 
of the hearing all of those terms have been used. 
 
The exercise which is now required of you is for you to consider separately in respect of 
each doctor and in respect of each disputed fact alleged against that doctor whether 
sufficient evidence has been adduced upon which you could find the facts proved.  There 
are, of course, important differences between the doctors – the obvious examples are 
geography and status –and even in respect of an individual doctor it is important to 
consider each fact separately and not just to reach a blanket decision that all is right or all 
is wrong.  Of course, there is some overlap between the allegations against the doctors 
and in some cases one counsel has raised an argument which may not have been 
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expressly relied upon by other counsel but which would, if successful, apply across the 
board.  As you proceed across the disputed facts for each doctor you should have regard 
to the arguments raised by the other doctors on the same point so far as they may be 
relevant. 
 
You have by now heard a great deal about plums and duff.  I do not know that Mr Justice 
Turner would wish that to have been his legacy to the law but it is, perhaps, his most 
quoted dictum.  The test which has been agreed should apply in deciding this application 
is the Galbraith test and it is printed out in its most convenient form at paragraph 3.1 of 
the skeleton argument submitted on behalf of Dr Samuels: 
 

“If there is no evidence that the crime alleged has been committed 
by the defendant…the judge will stop the case.” 
 

That is if there is no evidence to support any particular allegation in this case you should 
not allow it to go further.  That means what it says, literally no evidence, so that no 
evaluation or balancing of competing bits of evidence is required.  I shall advise in due 
course as to those allegations of which I have been unable to find any evidence. 
 
The second limb of Galbraith is more difficult and requires some evaluation and some 
balancing of competing bits of evidence.  Making the appropriate changes to that test in 
Galbraith, where the Panel concludes that the GMC evidence taken at its highest is such 
that a properly directed Panel could not properly convict on it, it is the duty of the Panel 
on a submission being made to stop the case. 
 
You were referred by Mr Forde – and Ms Sullivan accepted this in her closing 
submissions – to a rider which appears in Archbold, which you all know by now is the 
leading textbook on criminal law in the Crown Court (though that may be a matter of 
opinion and might be disputed by the editors of other books).  There is this paragraph: 
 

“In their summary jurisdiction magistrates are judges both of facts 
and law.  It is therefore submitted that even where at the close of the 
prosecution case, or later, there is some evidence which, if accepted, 
would entitle a reasonable tribunal to convict, they nevertheless have 
the same right as a jury to acquit if they do not accept the evidence, 
whether because it is conflicting or has been contradicted or for any 
other reason.” 
 

You will appreciate that that rider suggests that even if you take the view that some other 
differently constituted Panel could reach a decision that the allegation had been proved, 
nonetheless you could uphold the submission of no case to answer because you yourself 
did not accept the evidence.   
 
The paragraph, I have to tell you, is unsupported by authority, however eminent the 
authors.  A little further research has taken me to the standard textbook on magistrates’ 
law, which is Stone’s Justices’ Manual.  This sets out the same extract from Galbraith, 
but goes on to say this about magistrates, which you may think is the nearest equivalent 
because they are masters of the fact and of the law, as are you. 
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The book says this: 
 

“Although magistrates are judges of both fact and law we”, 
 
- that is the editors, 
 

“would suggest that a submission of no case to answer is, having regard to the 
roles of judge and jury outlined above, a submission of law.  Accordingly, 
magistrates considering a submission are not at that stage in the proceedings 
deciding whether they themselves believe the witnesses but only whether they are 
capable of believing.  Accordingly, we would submit that in a magistrates' court a 
submission that there is no case to answer may properly be made and upheld: 

 
(a) where there is no evidence that the crime alleged has been committed 
by the defendant; 

 
(b) where there is some evidence but it is of a tenuous character, for 
example, because of inherent weakness or vagueness or because it is 
inconsistent with other evidence and the prosecution's evidence, taken at 
its highest, is such that magistrates, properly advised, could not properly 
convict.”  (Document not available to shorthand writer) 

 
The difference may in some cases be academic and not make much practical difference. 

 
You are, by definition, the quintessential reasonable Panel and if you feel strongly that an 
allegation cannot be made out then it is a short jump in logic to say that no reasonable 
panel could research that conclusion.  If, on the other hand, there is sufficient doubt on 
the matter that you reasonably think another panel could reach a different conclusion that 
my advice is that you should allow the matter to go forward, notwithstanding the 
concession which has been made by Ms Sullivan. 

 
I ought to pick up on one point which was made by Miss O'Rourke, who said that if you 
find the doctors not guilty of serious professional misconduct at this stage the implication 
is that the charge should never have been brought.  That may be so but not necessarily so. 
 What it would actually show is that having been fully investigated the evidence has been 
found wanting and it is sufficient to support a charge of serious professional misconduct. 
 That is all and you should not allow the politics of the matter to influence you one way 
or the other. 

 
Indeed, she also invites you to go beyond your present task and make findings on some 
aspects of the Henshalls' evidence in particular, although that invitation faces the 
difficulty, which she acknowledges, that you are not at the fact-finding stage.  This is not 
a forum for settling scores, however high passions may be on either side of the room, and 
my advice to you is that you should not make such findings, except in so far as they are 
necessary to justify your reasoning for any determination which you give.   
 
In giving your determination you may have to express some views as to the probative 
weight of the evidence given by the various witnesses, including the experts.  If you are 
satisfied, as Miss O'Rourke suggested you should be, that the Henshalls' evidence is so 
utterly mendacious that no reasonable panel could rely on it, then you might need to say 
so because in that case you would be saying that you could not rely on your evidence and 
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you would need to give a reason why not.   
 
If you thought it simply unreliable because of the passage of time and/or the stress which 
the respective parents were under at the time of the events in question, you might also 
give that as a reason for saying that the evidence is not sufficiently reliable to justify the 
findings of fact.  If any of the experts were so unimpressive that you could not rely on 
that particular expert then, again, you might say so in general terms, but bear in mind that 
except in relation to Dr Spencer, and those are clinical matters relating to Patient 6, no 
allegation depends exclusively on the Henshalls' evidence.   
 
The allegations concerning consent are allegations of systemic failure and even if you 
ignored the evidence of the Henshalls completely you would still have to take into 
account and evaluate the evidence of the other parents.  The ultimate question is whether 
you could be sure from the evidence of those parents whom you accept, if any, including 
the Henshalls, that there was a systemic failure rather than an individual failure on the 
part of a doctor at the time of taking consent, if, indeed, there was any failure at all.   
 
It is a well-known principle of English law that the prosecution do not set out to get a 
conviction but must act as ministers of justice and play fair.  For that reason, no doubt, 
you have heard a mixture of evidence and you will have to take into account not only the 
evidence of those parents whom you find to be reliable but also the evidence of the 
doctors who say that consent was taken in the manner in which it was taken. 

 
The prosecution case at its highest on this aspect is that those parents whom you accept 
were not properly consented, for whatever reason, out of the total number of patients 
from whom consent was obtained, show there was a systemic failure and you will have to 
judge whether that is a justifiable inference. 

 
What is evidence?  That seems a daft question in the eighth week of inquiry but I should 
emphasise to you once again that evidence is something different from mere assertion.  
You will recall my exchange with Mr Foster in the course of his submissions concerning 
the approval of the protocol of other hospitals.   
 
Miss O'Rourke repeatedly told you that a witness who was coming in the second half of 
the proceedings, if we ever reach that, would say something.  If we reach the second half 
of the inquiry those witnesses may say something.  They may not because they may not 
be called.  They may not be allowed to be called and there is always the possibility that 
they will not say what Miss O'Rourke or others expect them to say, so you should regard 
those as hypothetical questions and hypothetical answers until the actual evidence is 
given, if you reach that stage.  If an assertion is put to a witness, of course, he may adopt 
it as being correct from his own knowledge and in that case the assertion becomes 
evidence. 

 
On the other hand, he may say something like, “Well if you say that I'll accept it”.  I think 
one of the answers we looked at from Dr Raine the other day was “Right”, which could 
either be, “Well I accept that as being correct”, or, “Well I hear what you say”, and if it is 
just a case of, “Well I hear what you say and if that is what you”, counsel, “say I will 
proceed on that basis”, then again that is not evidence and you may reject the assertion 
outright and in that case you have to forget about the assertion at this stage. 

 
It is only evidence if and to the extent it is accepted by the witness from his own 
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knowledge.  Some examples of that, which you may or may not find of importance, but 
many documents were put to the Henshalls and Dr Nicholson in particular, including 
newspaper reports.  Of course, those were properly put and one of the reasons was to test 
the reaction to the witness to see whether they had or were capable of objective and 
rational response to what had been reported of them and, for example, to test whether, in 
respect of news articles, the witness had taken any steps to disown what had been said, 
but, on the other hand, the witnesses did not always accept the newspaper articles or other 
documents as being correct.   
 
It was pointed out many times that a person who gives an interview to a newspaper does 
not necessarily have control over what is reported and reporting may be selective and 
may be distorted by the editing process, so that, if necessary and a serious matter turned 
on it, one could always call the reporter who had recorded what was said, either in 
shorthand or with mechanical recording, to see precisely what was said, if it mattered, but 
just looking for more positive examples, at exhibit D17, I would invite you to look at the 
letter of 25 March 2004, which is towards the back of the bundle and which was the letter 
to Sir Iain Chalmers from a Geoff Venning.   
 
I think it was said that Dr Venning would come along and support this letter.  Forget that 
if and until he does so.  Dr Nicholson did not accept that everything that was being said 
was correct.  Dr Venning may have misunderstood, he may have misrepresented, he may 
have an axe of his own to grind.  All those are matters which would be explored, in due 
course, in cross-examination.  So, again, that letter is relevant only so far as Dr Nicholson 
accepted the accuracy of what was said. 

 
Going on to the next page, there was a blog site which Dr Nicholson positively disowned 
the comment on that.  As everyone will have noticed, I am the last person in the world to 
tell you about the technicalities of blog sites and the ease or otherwise with which a blog 
site can be manipulated, but until a witness comes to justify what was said on that and to 
prove that it was Dr Nicholson, you must ignore that document. 

 
The other thing I should say to you about the evidence is that you must not speculate.  
You must not speculate as to what evidence might be called and what evidence has not 
been given or why.  So, for example, what you are left with is the knowledge of what you 
have been told by those parents who have given evidence.  You should not speculate as to 
what any others might have said who might have been called. 

 
You will have noticed that in the Galbraith test there is a reference to whether the case 
could go forward, could result in a conviction, if a jury, properly directed, could convict 
on it.  It is put the opposite way.  So I have to tell you what would be the proper direction 
so you know what, ultimately, are the things you would have to take into account in 
deciding whether the facts were proved so that you may decide whether those facts, of 
which you now know, could result in the facts being proved. 

 
Of course, bear in mind that what you are looking at now is only the evidence you have 
heard.  There need be no more because the doctors are entitled not to call evidence and 
could stand on their right if they so choose, simply to say these facts have not been 
proved. 

 
In due course I would remind you, as you have been reminded so often, that the burden of 
proof lies on the GMC and the standard of proof is that a panel must be sure of a fact 
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before it can be found proved.   
 
I would remind you of the difference between a truthful witness and an accurate witness. 
 A truthful witness may be someone who is doing their honest best to recall but could be 
wildly inaccurate.  An untruthful witness would be a dishonest witness.   
 
I would remind you of the lapse of time and you will recall, but I will read it to you again, 
the sort of advice which I said in the course of the abuse of process application, would be 
necessary to you in respect of delay, and this is the advice which, in due course, I would 
give in that respect.  We are now concerned with events which are said to have taken 
place a long time ago and you must appreciate that because of this there may be a danger 
of real prejudice to the defendant.  That is the doctors.  This possibility must be in your 
mind when you decide whether the GMC has made you sure of the doctors' guilt.  You 
are entitled to consider why these matters did not come to light sooner.  Is that a 
reflection on the reliability of the complainants or does it arise from the conduct of the 
doctors?   
 
You should make allowances for the fact that with the passage of time memories fade.  
Witnesses, whoever they may be, cannot be expected to remember with crystal clarity 
events which occurred many years ago.  Sometimes the passage of time may even play 
tricks on memories.  You should also make allowance for the fact that from the doctor's 
point of view the longer the time since an alleged incident the more difficult it may be for 
him to answer it.  You only have to imagine what it would be like to have to answer 
questions about events which are said to have taken place sixteen or more years ago to 
appreciate the problems which may be caused by delay, even if you believe that the delay 
in this case is understandable.  If you decide that because of this the doctor has been 
placed at a real disadvantage in putting forward his case, take that into account in his 
favour when deciding if the GMC has made you sure of his guilt. 

 
That is something which you would have to bear in mind and must bear in mind at this 
stage as well as, ultimately, any of these facts could ever be proved to the requisite 
standard. 

 
Two cases have been mentioned in cross-examination of witnesses and submissions.  
I think it right that I should explain those a little further to you.  The first is a case of 
Bolam, the Bolam test, quite frequently.  This is what is recognised as the Bolam test in 
judging whether doctors are negligent in the context of a claim for clinical negligence.  It 
is this: 
 

“[a medical professional ...] is not guilty of negligence if he has acted in 
accordance with a practice accepted as proper by a respectable body of medical 
men skilled in that particular art ... putting it the other way round, a man is not 
negligent, if he is acting in accordance with such a practice, merely because there 
is a body of opinion who would take a contrary view.” 

 
So what that is saying, in effect, is in matters of medicine there may be a range of 
opinions that some doctors would act one way, some would act another, and if both are 
courses which could be followed by a respectable body of opinion then the doctor is not 
wrong to follow one rather than the other. 

 
That does not leave the doctors in charge of themselves.  “Who guards the guards?”  The 
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answer is provided by a later House of Lords authority which set out that even if there is 
a respectable body of opinion which would follow a particular course of action, 
nonetheless, that must be a logical course of action before it will be accepted, and you 
may think the same tests apply in respect of these charges. 

 
The other case which was mentioned was the case of Sidaway.  That is a decision of the 
House of Lords.  It was given on 21 February 1985.  I am careful with timings because, 
of course, it was Dr Nicholson who was being cross-examined by reference to this case.  
I should emphasise to you that it was a decision made in the context of clinical treatment, 
not experimentation, and it is a matter for you whether experimentation is the correct 
word in this case or trial and whichever of those, whether precisely the same principles 
apply to consent in this case as would imply in purely clinical terms. 

 
This case concerned a plaintiff who had suffered recurrent pain in her neck, her right 
shoulder and arms and had undergone an operation which was performed by a senior 
neurosurgeon.   The operation, even if performed with proper care and skill, carried an 
inherent material risk which was put at between 1% and 2% damage to the spinal column 
and the nerve roots.  The risk of damage to the spinal column was substantially less than 
to a nerve root but the consequences were much more serious.  Unhappily, in 
consequence of the operation the plaintiff was severely disabled and her damages were 
assessed at £67,500 which I suppose in 1985 was a lot of money.  So she had serious 
injuries. 
 
The plaintiff claimed damages for negligence.   
 

“She relied solely on the alleged failure of the surgeon to disclose or 
explain to her the risks inherent in, or special to, the operation which 
he had advised.  [The trial judge] found that the surgeon did not tell 
the plaintiff that it was an operation of choice rather than necessity; 
that whilst he had told her of the possibility of disturbing a nerve 
root and the consequences; he did not refer to the danger of damage 
to the spinal cord; that in refraining from informing her of those two 
factors he was following a practise which [at the time of the 
operation] would have been accepted as proper by a responsible 
body of skilled and experienced neuro-surgeons; and applying the 
test formulated in Bolam”  
 

(which I have just read to you) 
 

“that the standard of care [required of the neurosurgeon taking 
consent] was that of the ordinary skilled man exercising and 
professing to have that special skill and that a doctor was not 
negligent if he acted in accordance with the practice accepted at the 
time as proper by a responsible body of medical opinion, 
notwithstanding that other doctors adopted different practices”. 
 

The decision of the House of Lords is not entirely unanimous and various of their 
Lordships gave different reasons, but these are the conclusions of the writer of the 
headnote in the accepted series of law reports which are the Appeal Cases, one of the Law 
Lords dissenting: 
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“The question of whether an omission to warn a patient of inherent 
risks of proposed treatment constituted a breach of the doctor’s care 
towards his patient was to be determined by an application of the 
Bolam test”,  
 

(namely that which I have read to you), although some added: 
 

“Although the degree of disclosure required for a particular patient 
was an issue to be judged primarily on the basis of medical evidence, 
there might be circumstances where the proposed treatment involved 
a substantial risk of grave consequences in which a judge could 
conclude that, notwithstanding any practice to the contrary accepted 
as proper by a responsible body of medical opinion, a patient’s right 
to decide whether to consent to the treatment was so obvious that no 
prudent medical man could fail to warn of the risk save in 
emergency or some other sound clinical reason for non-disclosure”. 
 

On that basis the claim failed.  So again the matter is not handed over completely to the 
doctors because the court retains that residual power that there may be those cases where 
the need to obtain consent is so obvious that it should have been obtained on the basis of 
full information even if a respectable body of opinion would not have done so. 
 
Having reminded you of those cases, let me say something about expert evidence.  You 
should bear in mind that some of the evidence given by experts is purely factual evidence 
and no particular problems arise in respect of such evidence.  For example, if one accepts 
that Professor Hutton is an expert, she told you of her experience with ethics committees 
and how various committees had in her experience reacted to particular situations.  That 
has to be evaluated the same as the factual evidence of any other witness.   
 
It is in matters of opinion that special considerations arise and I remind you, as Ms 
Sullivan has done, that, of course, you are not obliged as a Panel at any stage to accept 
the evidence of any of the experts and you are certainly entitled, if you are convinced of 
it, to accept the evidence of one expert over another. 
 
In the case of each of the witnesses who has been called and who has been described as 
an expert, which is a long but carefully neutral description of the three witnesses whom I 
have in mind, I suggest that in respect of each of those you consider afresh in the light of 
the evidence which they gave in chief and cross-examination whether they have got 
expertise, whether the evidence which they have given stems from relevant expertise, is 
all the evidence which the experts have given within his or her own area of expertise, has 
the “expert” complied with the duties of experts?   
 
I simply remind you of the oft cited passage from the Ikarian Reefer but it finds itself 
mirrored in various rules in both criminal and civil procedure that: 
 

“The role of an expert is to provide independent assistance to the 
court by way of objective unbiased opinion in relation to matters 
within his expertise.  An expert witness in the High Court should 
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never assume the role of an advocate”. 
 

It is for you to decide in the context of that quotation whether there is any difference 
between the duties of an expert in the High Court and before this Panel. 
 
You then have to go on to consider has the expert applied the right test, the Bolam test, 
and the right standard, the standard of the ordinary, competent doctor undertaking the sort 
of task which the doctors were undertaking whose conduct is called into question.  The 
range of opinion takes you straight back to the Bolam test. Then you consider also is the 
evidence reliable.  You will recall and, of course, it all takes a little sorting out in this 
case, because some people want to rely on some witnesses as experts for some purposes 
or all purposes and others think not, but certainly Dr Stimmler was put forward as an 
expert and accepted by two counsel as an expert and by all in matters generally, by 
everyone I think as an expert in clinical matters, but not accepted on behalf of Dr Southall 
as an expert concerning clinical trials.  You will have to look at his evidence and see that, 
of course, he did disown experience of trials such as the one which is in question in this 
case and his last experience of trials had been some years before, so it is a matter for you 
whether you consider that he is expert in all the matters on which he was called to give 
evidence or simply in respect of the clinical care of Patient 6. 
 
Of course, there is this problem.  If matters of opinion are outside his range of expertise, 
then you might feel you could not safely rely on those opinions, in which case there 
would be no evidence of those matters unless it was to be found elsewhere.   
 
I think I am right, but again it is a matter for the Panel, whether there was a challenge to 
Professor Hutton’s expertise as a statistician.  There were, of course, other challenges to 
her objectivity which you will need to consider and you will need to consider the 
dichotomy between her expertise as a statistician and the status of the doctors whose 
conduct was called into question, all of whom were paediatricians and one of whom at the 
relevant time was not a consultant and all of whom, as is agreed on all sides, either had 
the assistance of a statistician in devising the scoring system or worked in collaboration 
with a statistician. 
 
Turning to Dr Nicholson.  You decided to receive his evidence on various matters on the 
basis of assumptions and you will need to revisit all those assumptions in the light of the 
evidence which he gave.  You made observations concerning what was relevant expertise 
in the course of your determination on the admissibility of his evidence and I draw 
attention to that.   
 
Referring back to the Ikarian Reefer test of objectivity, you may think there is all the 
difference in the world between participation in a scholarly debate and taking up the 
cudgels on behalf of a particular cause.  There may not be, of course.  A scholarly debate 
may be conducted at a civilised level with complete rationality and with both sides of the 
debate maintaining an open mind and being ready to be persuaded to the point of view of 
the other.   I have heard it said that some professors are worse than anyone when it comes 
to intransigence and that kind of intransigence leaves it with this position.  Even someone 
participating in a scholarly debate may have become so entrenched in their position that 
they are out to protect their own position rather than to give objective evidence to the 
court. 
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You heard a quotation that Mr Forde cited to you about the dangers which happen if an 
expert loses his objectivity and I think it right (I have drawn this to the attention of the 
advocates out of court, although I make it clear that it is not with their unanimous consent 
that I cite it to you) to cite to you a decision in the High Court in the case of  Liverpool 
Roman Catholic Archiocesan Trust v David Goldberg QC.    Even lawyers, you will see, 
are sometimes accused of professional negligence.  This was a case of professional 
negligence about tax advice.  It is a small world apparently in the field of the tax bar and 
the expert whom the defendant barrister wished to call and did call was a friend of his for 
many years who worked in the same chambers.   
 
The expert acknowledged this in his report, and it is for you to say whether this bears any 
resemblance to Dr Nicholson’s view or not: 
 

“I do not believe that this” 
 

i.e. his relationship of friendship with the defendant 
 

“will affect my evidence.  I certainly accept that it should not do so 
but it is right that I should say that my personal sympathies are 
engaged to a greater degree than would probably be normal with an 
expert witness”. 
 

The judge went on to say this: 
 

“It seems to me that this admission rendered [the] evidence 
unacceptable as the evidence of an expert on grounds of public 
policy that justice must be seen to be done as well as done”.   
 

I would not suggest to you, now that you have heard the evidence of Dr Nicholson, even 
if you take an adverse view of him, that you simply ignore it, but you may find some 
assistance from that case as to the weight which would attach to his evidence if you find 
that there is the appearance or, worse, actual bias and that he did not come to the case 
with an open mind but rather to support a cause and to support the Henshalls in particular. 
 
On the other hand, it is right to say, as Ms Sullivan did, he drew your attention to various 
documents, but again I do say this to you.  You must be sure that the expert has firmly in 
mind the correct level at which he is advised.  My advice to you is that just as the 
decisions of doctors must be underpinned by logic, so they must be underpinned by ethics 
and ethics do enter into the decisions, but you must look at the standards of the ordinarily 
competent practising paediatrician. 
 
For example, I draw to your attention and query whether all of the standards to which Dr 
Nicholson drew your attention are relevant.  For example, he cited to you standards which 
apply to pharmaceutical trials which he said would be known and were indicative of the 
standards of ethics at that time, but there is in fact no evidence that such guidelines would 
be known to people such as the doctors in this case. So subject to that caveat as to 
whether the guidelines are correct guidelines, you may take into account the published 
material at the time, whatever other view you take of Dr Nicholson. 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D33/45 

Transcribe UK 
VRS Ltd 

01889 270708 
 

 
If I can turn finally to the individual heads of charge, I do not intend to go through them 
one by one.  As I promised at the outset and we have finally come to it, there is one head 
of charge, series of allegations, about which I have been unable to find any supportive 
evidence whatsoever.  That is head of charge 16 and the various sub heads in relation to 
Dr Spencer.  If you have been more assiduous than I or any of counsel and found 
something which you think supports that then it will be your duty to say so and it will 
need to be explored again in public with counsel who would, of course, be consulted 
before any decisions were made, but on the basis of the submissions which have been 
made to you and my own perusal of the evidence I must advise you that there is no 
evidence in support of that head of charge. 
 
Other matters.  The fact that I have not given you such a direction should not be 
interpreted as meaning that I consider there is a strong case.  Equally, it should not be 
taken that I think there is a weak case.  It is simply the fact that I do not comment on them 
means that I consider that there is a balancing and evaluating exercise which you must 
perform. 
 
I do make some slight further comments.  You have heard what I said to Ms Sullivan and 
how she and Miss O’Rourke responded in respect of head of charge 2 against Dr 
Southall.  My advice there is simply to be very careful before you find that Dr Southall 
was a party to the application.  If he was a party to the application in the sense that he was 
a joint author of it, then of course you might find that he applied and there is certainly 
evidence on which you could infer that he had some involvement, but it is a matter for 
you whether you consider that there is sufficient evidence to show that he actually saw 
the protocol, the application, as it was submitted and that may be of importance. 
 
It does not mean that all the subsequent heads of charge would fail.  Simply looking at 
head of charge 3, the application, if you found it capable of proof, this would still stand, 
the application inaccurately described the procedures that would be applied to each 
patient, although of course there could be no qualitative criticism of Dr Southall if it has 
not been proved and could not be proved that he knew precisely what was wrong about 
the protocol. 
 
Mr Foster raised an argument about the meaning of the words “failed to ensure”.  Happily 
for me, the meaning of ordinary English words is a matter of fact for you to decide. 
 
Misrepresentation concerning the information leaflet and whether CNEP had been shown 
to be safe:  an interesting argument has arisen there – is safety, and whether something 
has been shown to be safe, a matter of opinion?  It might be said that safety is always a 
matter of opinion.  Some would say it is only safe to cross the road when the lights are 
red against oncoming traffic; others would say it is safe to cross the road provided the 
nearest vehicle is a far enough distance away that I can run across the road without being 
run down.  Ultimately there must be some objective standard of safety.  In the case where 
I got run down, the judge would finally decide whether it had been safe for me to 
undertake the manoeuvre or not.  It is a matter for you to decide, therefore, whether 
misrepresentation in the context of these charges is a matter of opinion or a representation 
of fact. 
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If it is a representation of fact – of fact – then it would matter not for the purposes of the 
factual allegation whether it was innocent or not, although again if it was an innocent 
misrepresentation with no negligence, no recklessness, no deliberate element, there could 
be no qualitative criticism. 
 
I draw attention only to the concluding head of charge in each case, “Your actions as 
outlined above were inappropriate, inadequate, not in the patients’ best interests and 
likely to bring the medical profession into disrepute”, only because of what I, and perhaps 
it was I alone, perceived a possibility of some misunderstanding from Ms Sullivan’s 
skeleton argument because of the similarity for comments in respect of head 21 re Dr 
Spencer, head 14 re Dr Southall and head 6 re Dr Samuels with her submissions about 
serious professional misconduct.   
 
It is agreed on all sides that those charges – inappropriate, inadequate, not in the patients’ 
best interests and likely to bring the medical profession into disrepute – are matters of 
proof.   You will probably have heard, and if not I am going on to tell you, that serious 
professional misconduct is a matter of judgement but those heads of charge are heads of 
charge which have to be proved to the criminal standard.  That does not mean that you 
must have an expert who uses the word “inappropriate, inadequate” and so on and, 
indeed, it may be that no medical expert would be the best placed to tell you whether the 
behaviour was likely to bring the medical profession into disrepute because it is a person 
outside the profession such as yourselves who is probably best placed to say that.  You 
would need to be sure on the basis of the facts proved and the opinions of the relevant 
experts that the conduct was as described in those heads of charge. 
 
Those are the matters upon which, at the conclusion of the case, I would have to advise 
you.  You are entitled and bound to take them into account at this stage.  Could any of 
these allegations be proved on the evidence which has so far been given? 
 
Once you have been through what will undoubtedly be a fairly lengthy exercise, the next 
exercise which you will have to undertake is whether what is left of the heads of charge, 
either by way of admission or because it is capable of proof, is capable of amounting to 
serious professional misconduct.  Miss O’Rourke took you through various authorities.  
They are unanimous that what is required is something worse than mere negligence.  The 
words which are used in the different cases are different but “deplorable” is one – is it 
conduct such as deserves the opprobrium which inevitably attaches to a finding of serious 
professional misconduct?  Serious professional misconduct is just what it says, it is a 
serious matter.  You could only say that that, although it is a matter for your judgement, 
would be at the end of the case a matter of judgement for you and you could only reach 
that if your conduct was or the conduct was deplorable in the sense which I have 
described. 
 
I have reached the end of the advice which I intend to give you.  If there are any matters 
which I have not covered which counsel think ought to be covered, I shall be gratefully, 
as equally without asking to re-embark upon a complete argument about the law, if there 
are errors which counsel would wish to draw to my attention. 
 
MR FOSTER:  Sir, just one observation, if I may.  May I address myself to the learned 
Legal Assessor? 
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Sir, you indicated that in the case of Dr Spencer you were unable to find any evidence 
which supported head of charge 16.  You were careful to go on to say that that did not 
imply any pre-judgement on any of the other heads of charge, but of course there have 
been submissions from all counsel that in relation to a number of the other heads of 
charge there is no evidence at all, for example in relation to Dr Samuels’s authorship of 
the parental information leaflet. 
 
You went on to use words which may have implied that in relation to all heads of charge 
other than Dr Spencer’s head of charge 16 we were immediately, on your view, on to the 
second limb of Galbraith.  I take it, sir, that you would concede that it is a matter for the 
Panel whether or not, in relation to the other heads of charge, that there is no evidence 
rather than it merely being a matter of there is sufficient evidence? 
 
THE LEGAL ASSESSOR:  It is always a matter for the Panel and I accept that.  Thank 
you. 
 
MR FORDE:  Two very small points, sir.  Looking at charge 16, which the learned Legal 
Assessor has addressed specifically, we have of course admitted 16(b) so there is one 
element of charge admitted and found proved, which relates to the saturation levels.  
Although the roll-up charge (as I have described it) in 21 appears to apply to all 
paragraphs, stems and subparagraphs, I do not think it would ever be asserted that the 
mere admission of that fact which you can see from the notes could found a finding that 
my client’s actions were inappropriate, inadequate, not in the patients’ best interests or 
likely to bring the medical profession into disrepute.  Therefore, you will find as you go 
through that not all elements of charge 21 as a matter of commonsense would then be 
applied to the subparagraphs and stems.  That is one matter. 
 
Secondly, I am perfectly happy with the learned Legal Assessor’s direction to you that 
you judge these practitioners by the standards of the ordinary competent doctor 
professing their medical skills at the relevant level, which would mean perhaps a slight 
distinction to be drawn between those of a consultant in Drs Southall and Spencer and, of 
course, Dr Samuels who had not yet attained that rank – so you judge them by that 
standard. 
 
All I would add as a rider, sir, and subject to the learned Legal Assessor’s view, is that in 
applying that standard you should bear in mind it has been something of a preoccupation 
so far as I am concerned that the applicable standard is that in existence in 1989/90 in 
terms of the application and perhaps up to 1993 when the trial ceased as a result of the 
graph that Mr Alexander had constructed. 
 
Sir, those are the only two small matters I would draw to your attention, but of course 
subject to anything Mr Forrest says. 
 
THE LEGAL ASSESSOR:  Again, I should have said it expressly but that would be 
common ground – the standards to be applied at the standards at the time. 
 
MISS O’ROURKE:  Sir, I accept and agree with the advice given to you by the Legal 
Assessor, and that is on the basis that I have correctly understood, following Mr Foster’s 
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point, that although your Legal Assessor dealt with head of charge 16 in respect of Dr 
Spencer that he did immediately go on to say that he was making no qualitative 
assessment in respect of the others, it just seemed to him obvious in respect of that one 
but it was a matter for you.  Of course, sir, you will be aware that I have made a number 
of submissions that there is not a scintilla of evidence but I am understanding that his 
advice to you is it is a matter for you but he was drawing attention to one where it was 
blindingly obvious. 
 
MS SULLIVAN:  Sir, there is nothing I would like to raise in relation to the advice. 
 
THE CHAIRMAN:  Thank you, Mr Forrest, and thank you all for those observations. 
 
That brings us to the point where the Panel is now in a position to go into closed session 
to consider the submissions and make a determination on them, unless there are any other 
matters that anyone feels should be raised before we do so.  That then, of course, raises 
the further question as to when it might be sensible to suggest a resumption of the hearing 
at a time when we anticipate that we may have reached a determination.  There are clearly 
a substantial number of issues which need to be very carefully considered in the light of 
all the evidence we have heard and the submissions that have been made and there is then 
the question of expressing whatever determinations we reach in discussion in written 
form, which properly set out the decisions and determinations which we reach and the 
reasons for them. 
 
All of that is going to take a period of time.  I am not anxious to waste time and be 
over-indulgent in suggesting how long it might take but, equally, I do not want to be 
unrealistic about it and have everybody coming back only to be told that we have not, by 
the time we do that, achieved all the objectives that we have to. 
 
Doing the best I can to balance those competing considerations, in other words allowing 
enough time to do it but not allowing too much time so that time is wasted, my suggestion 
would be that we, as a Panel, give ourselves until next Friday morning in order to discuss 
the matters as fully as they need to be and to produce the appropriate written 
determination.  My proposal would be to adjourn the case now, for the Panel to go into 
closed session and to invite everybody back again at 9.30 on Friday, 4 July.  Does 
anybody have any contrary views to that? 
 
MR FOSTER:  Sir, if it is obviously going to be very much longer than that perhaps your 
Secretary could notify us? 
 
THE CHAIRMAN:  That is a very good point, Mr Foster.  What I was going to suggest 
was that in the interim, of course, should we find ourselves needing further legal advice 
then we would ordinarily want to do that in some form of open session.  It may be that in 
that eventuality, if counsel in particular are not in Manchester, that we could do it by 
virtue of a telephone conference.  I am also looking at Mr and Mrs Henshall because, as 
complainants, they may wish to be here in the event of further legal advice being 
considered. 
 
MS SULLIVAN:  Sir, I know that my instructing solicitor could organise it so that Mr 
and Mrs Henshall could join in any telephone conference that we had, and I am sure 
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obviously the same facility can be available for the doctors if they want it. 
 
THE CHAIRMAN:  Absolutely.  It does occur to me, assuming that Mr and Mrs Henshall 
were in Stoke or the area, that by the time it took us to decide that we needed to do this 
and set up a telephone conference, they would have the opportunity of getting themselves 
to Manchester if they wished to do so in any event. 
 
MS SULLIVAN:  Yes, that is certainly a possibility. 
 
THE CHAIRMAN:  Let us do that, that the Panel will now go into closed session to 
consider and determine the submissions that have been made, so we will adjourn now, 
resume at 9.30 on Friday, 4 July unless, as Mr Foster has indicated, it becomes apparent 
during the week that we are not going to meet that, in which case we can certainly let all 
parties know. 
 
MISS O’ROURKE:  Sir, can I just raise one matter?  Dr Southall is, unfortunately, not 
going to be able to be here on the morning of Friday, 4 July.  He has no objection to 
reading the determination in his absence but he just wishes to apologise for the fact he 
will not be able to be here – he has got to be in Gambia on international humanitarian 
work.  I had indicated to him a week or two ago that it was probably safe enough for him 
to be away at that time on the basis that you probably were going to be out determining 
and not ready to resume the case until the start of the following week.  On that basis, he 
agreed to undertake the commitment that he had given. 
 
Therefore, he will not be able to be here on Friday.  Should your determination go over to 
the following week he will be here but he is not asking for you to put it off to the 
following week just to facilitate him.  He is content for me just to hear the determination, 
because if the case then were to proceed, of course it would proceed with Dr Spencer’s 
case first. 
 
THE CHAIRMAN:  Thank you very much for that indication.  Of course, if Dr Southall 
is content with that then that is fine. 
 
Thank you all very much.  We will adjourn now and all meet again at 9.30 on Friday, 4 
July. 
 

STRANGERS THEN, BY DIRECTION FROM THE CHAIR, WITHDREW 
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(The Panel continued to deliberate in camera) 
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MR M FORDE, Queen’s Counsel, instructed by RadcliffesLeBrasseur, Solicitors, 
appeared on behalf of Dr Spencer. 
 
MISS M O’ROURKE, Counsel, instructed by Hempsons, Solicitors, appeared on behalf 
of Dr Southall. 
 
MR C FOSTER, Counsel, instructed by RadcliffesLeBrasseur, Solicitors, appeared on 
behalf of Dr Samuels. 
 
MS J SULLIVAN, Counsel, instructed by Eversheds, Solicitors, appeared on behalf of 
the General Medical Council and the Complainants, Mr and Mrs C Henshall. 

 
-------------------------------------- 
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(The Panel continued to deliberate in camera) 
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(The Panel continued to deliberate in camera) 



 
GENERAL MEDICAL COUNCIL 

 
FITNESS TO PRACTISE PANEL 

(applying the General Medical Council’s Preliminary Proceedings Committee 
and Professional Conduct Committee (Procedure) Rules 1988) 

 
On: 

Wednesday, 2 July 2008 
 

Held at: 
St James’s Buildings 

79 Oxford Street 
Manchester M1 6FQ 

 
 

Case of: 
 

STEPHEN ANDREW SPENCER BM BS 1976 University of Nottingham 
Registration No: 2305893 

DAVID PATRICK SOUTHALL MB BS 1971 University of London 
Registration No: 1491739 

MARTIN PHILIP SAMUELS MB BS 1981 University of London 
Registration No: 2732178 

(Day Thirty-Seven) 
 

Panel Members: 
Mr D Kyle (Chairman) 

Mrs V Brickley 
Mrs S Hollingworth 

Dr T Okitikpi 
Dr M Sheldon 

Mr A Forrest (Legal Assessor) 
-------------------------------------- 

 
MR M FORDE, Queen’s Counsel, instructed by RadcliffesLeBrasseur, Solicitors, 
appeared on behalf of Dr Spencer. 
 
MISS M O’ROURKE, Counsel, instructed by Hempsons, Solicitors, appeared on behalf 
of Dr Southall. 
 
MR C FOSTER, Counsel, instructed by RadcliffesLeBrasseur, Solicitors, appeared on 
behalf of Dr Samuels. 
 
MS J SULLIVAN, Counsel, instructed by Eversheds, Solicitors, appeared on behalf of 
the General Medical Council and the Complainants, Mr and Mrs C Henshall. 

 
-------------------------------------- 

 
Transcript of the shorthand notes of 

Transcribe UK Verbatim Reporting Services Ltd 
Tel No:  01889 270708 

 
-------------------------------------- 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D37/1 

Transcribe UK 
VRS Ltd 

01889 270708 
 

(The Panel continued to deliberate in camera) 
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(The Panel continued to deliberate in camera) 
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MR M FORDE, Queen’s Counsel, instructed by RadcliffesLeBrasseur, Solicitors, 
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MISS M O’ROURKE, Counsel, instructed by Hempsons, Solicitors, appeared on behalf 
of Dr Southall. 
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MS J SULLIVAN, Counsel, instructed by Eversheds, Solicitors, appeared on behalf of 
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(The Panel continued to deliberate in camera) 
 

STRANGERS HAVING BEEN READMITTED 
 

THE CHAIRMAN:  Good morning, everybody.  We continue with the case of  
Dr Spencer, Dr Southall and Dr Samuels.   
 
Miss O’Rourke, the position is still the same, Dr Southall is not here but you are happy 
to ---  
 
MISS O’ROURKE:  He is in the Gambia and he is happy for us to proceed in his 
absence.  
 
THE CHAIRMAN:  The Panel has completed its consideration of the applications made 
on behalf of all three doctors of no case to answer.  Its determination, applying Rules 
27(1)(e) and (f), is that in each case the doctor concerned is not guilty of serious 
professional misconduct.   
 
I shall now read out the Panel’s determinations, starting with Dr Spencer.   
 

D E T E R M I N A T I O N 
 
THE CHAIRMAN:  Mr Forde, the Panel has given detailed consideration to your 
submissions made on behalf of Dr Spencer under Rule 27(1)(e)(i) and (ii) of the General 
Medical Council Preliminary Proceedings Committee and Professional Conduct 
Committee (Procedure) Rules Order of Council 1988 (the 1988 Rules).  It has accepted 
the advice given by the Legal Assessor.   
 
The Panel notes that you have already admitted the following allegations on behalf of  
Dr Spencer:  1, 2, 5, the stem of 8 (as amended), the stem of 9, 14, 15, 16(b), the stem of 
18, the stem of 19 and the stem of 20.  The Panel has recorded that these are admitted and 
found proved. 
 
Ms Sullivan, on behalf of the General Medical Council and the complainants, (hereafter 
referred to collectively as the ‘GMC’) withdrew allegations 3(b), 4, 10 in its entirety, 
12(a), 12(c), 12(e) and 13 in its entirety.  These have now been deleted.  
 
THE LEGAL TEST 
You referred the Panel to the case of R v Galbraith 73 Cr App R 124:  
 

“1.  If there is no evidence that the crime alleged has been 
committed by the defendant, there is no difficulty.  The judge will of 
course stop the case.  
 
2.  The difficulty arises where there is some evidence but it is of a 
tenuous character, for example, because of inherent weakness or 
vagueness or because it is inconsistent with other evidence.  
 
a)  Where the judge comes to the conclusion that the prosecution 
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evidence, taken at its highest, is such that a jury properly directed 
could not properly convict upon it, it is his duty, upon a submission 
being made, to stop the case.  
 
b)  Where however the prosecution evidence is such that its strength 
or weakness depends on the view to be taken of a witness’s 
reliability, or other matters which are generally speaking within the 
province of the jury and where, on one possible view of the facts, 
there is evidence upon which a jury can properly come to the 
conclusion that the defendant is guilty, then the judge should allow 
the matter to be tried by the jury.” 

 
You also referred the Panel to the case of R v Shippey [1988] Crim LR 767, where  
Turner J held that the requirement to take the prosecution evidence at its highest did not 
mean “picking out all the plums and leaving the duff behind”.  You submitted that, in 
considering any particular allegation against Dr Spencer, the Panel must take account of 
all the relevant evidence presented and not just those elements that go to support the 
GMC case.  You said that the Panel is entitled to reach a view that the evidence called 
thus far is inherently weak, inconsistent, unreliable and implausible.  
 
Central to your submission is that the events giving rise to the allegations against  
Dr Spencer occurred between 1989 and 1993 in the context of a research study into the 
effectiveness of Continuous Negative Extra-Thoracic Pressure (CNEP) in the treatment of 
premature babies with respiratory distress syndrome.  Given the lapse of time, you 
submitted, first, that the Panel is entitled to regard contemporaneous documents, 
compiled at a time when proceedings were not contemplated, as more reliable than 
recollection many years after the event.  Secondly, most, if not all, witnesses have 
struggled to recollect the fine detail of this case or the state of medical practice at the 
relevant time.  Thirdly, the Panel must also recognise that there will have been at that 
time considerable variance in practice regarding randomised trials and acceptable 
standards.  The advice and guidance to Ethics Committees were in the process of 
developing and there has been an assimilation of improvements in research practice over 
the last twenty years.  You submitted that there is a real danger that these practitioners 
might be judged by the standards of 2008 rather than by the standards of the time. 
 
LEGAL ADVICE 
The Legal Assessor advised that the correct test at this stage is not whether the Panel 
itself believes the witnesses but only whether they are capable of belief.  
 
He advised the Panel to consider in respect of each witness who had been called as an 
expert whether the evidence which he or she gave was within their relevant area of 
expertise and whether the witness had complied with the duties of an expert.  
 
The Legal Assessor reminded the Panel of the passage from the oft-cited case of The 
Ikarian Reefer, [1993] 2 Lloyd’s Rep 68, which is itself mirrored in various rules in both 
criminal and civil procedure that: 
 

“The role of an expert is to provide independent assistance to the 
court by way of objective unbiased opinion in relation to matters 
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within his expertise.  An expert witness in the High Court should 
never assume the role of an advocate.” 

 
He also drew attention to the decision of the High Court in the case of Liverpool Roman 
Catholic Archdiocesan Trust v David Goldberg QC [2001] EWHC Ch 396, in which the 
proposed expert was a good friend of the defendant, on whose behalf he gave evidence.  
The witness admitted that “my personal sympathies are engaged to a greater degree than 
would probably be normal with an expert witness”, and the judge decided that this 
admission rendered the evidence unacceptable as the evidence of an expert on the ground 
of public policy that justice must be seen to be done as well as done.  In light of the 
challenge to Dr Nicholson’s independence and objectivity, the Legal Assessor advised 
that, even if the Panel took an adverse view of him in this respect, it should not simply 
ignore his evidence.  It might however find some guidance from that case as to the weight 
which it should attach to his evidence. 
 
He also advised the Panel to consider whether those who were called to give expert 
evidence had applied the correct standard. He made clear that the standard to be applied is 
the standard which prevailed at the time of the relevant events.  
 
THE PANEL’S APPROACH 
Before turning to address the specific allegations against Dr Spencer, the Panel wishes to 
make a number of general comments about its approach to your submission. 
 

1. This hearing has involved allegations not only against Dr Spencer, but also 
against Dr David Southall and Dr Martin Samuels based on their joint 
involvement in the CNEP Trial.  Whilst the Panel has considered the case of each 
doctor separately, it has taken into account, so far as relevant to Dr Spencer, both 
your submissions and those made on behalf of the other two doctors. 

 
2. At the start of the hearing, the Panel rejected applications by Dr Spencer and Dr 

Samuels that the proceedings should be stayed as an abuse of process on the 
ground of delay.  The Panel determined that it remained possible to have a fair 
hearing notwithstanding the lapse of time because of the inherent safeguards in 
the process, including the right to make an application under Rule 27(1)(e)(i) of 
the 1988 Rules.  The Panel has recognised throughout the hearing and its 
evaluation of the submissions the possible impact of the lapse of time on the 
reliability of witness recollection.  It also recognises that, over the years, there 
have been opportunities for relevant documents to have gone missing.  An 
example of the potential for prejudice in this respect was the chance discovery at a 
late stage in the proceedings of a red plastic folder with documents relevant to the 
training of medical staff engaged in taking consent from parents. 

 
3. The evidence adduced by the GMC included evidence from factual witnesses, 

namely parents of babies involved in the trial and some of the medical staff on the 
neonatal unit at the relevant time.  In assessing the evidence of all these witnesses, 
the Panel has taken account of reliability of recollection and availability of 
documents referred to above.  Amongst the parents who gave evidence were the 
complainants, Carl and Deborah Henshall.  Although on behalf of Dr Spencer you 
did not associate yourself with this part of Miss O’Rourke’s submission on behalf 
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of Dr Southall, she invited the Panel to conclude that Mr and Mrs Henshall have 
both consistently told lies over the course of many years and in their evidence to 
the Panel.  In her response, Ms Sullivan submitted that, whatever the Panel makes 
of the evidence of Mr and Mrs Henshall, there can be no doubt that their 
motivation stems from an entirely natural and understandable need to know what 
happened to their two daughters, both of whom received CNEP treatment in the 
course of the trial and one of whom died, while the other now suffers from 
cerebral palsy.  Mr and Mrs Henshall have always believed, and may well 
continue to believe, that CNEP was the cause.  Whilst the Panel understands the 
depth of their feelings in relation to what happened to their two children, the cause 
is no part of the allegations in this case.  What has emerged from their extensive 
cross-examination by Miss O’Rourke is evidence that, over many years, they have 
been active in bringing the CNEP trial and what they see as its dangerous 
shortcomings to public attention.   They have courted media attention and had 
contact with representatives of various pressure groups.  They have participated in 
earlier inquiries and, significantly, they have sought to acquire a great deal of 
knowledge about the treatment of premature babies and the CNEP treatment.  
Insofar as they have given evidence about events at the time of the births of their 
children, particularly as to their lack of knowledge of the trial and lack of 
informed consent, the possible impact of lapse of time and after-acquired 
knowledge is something which the Panel is bound to take into account when 
assessing the reliability of their recollections.  The Panel is not however able to 
conclude on the evidence it has heard that either of them is dishonest. 

 
4. The GMC has adduced evidence from three witnesses presented as experts, 

namely Dr Leo Stimmler, emeritus consultant paediatrician, Professor Jane 
Hutton, an academic medical statistician and Dr Richard Nicholson, whose 
evidence related to medical ethics.   

 
In relation to the evidence of the expert witnesses, Ms Sullivan acknowledged that 
there was conflicting evidence.  She submitted however that this does not prevent 
the Panel from finding that there is a case to answer.  She referred the Panel to the 
Judicial Studies Board direction on expert evidence, “It is for the Panel to decide 
whose evidence and whose opinions, if any, it accepts.  Indeed it does not even 
have to accept expert evidence”.     
 
In the circumstances, the Panel thinks it right to record its impression of each of 
these witnesses.  In relation to Dr Stimmler and Professor Hutton, the Panel has 
no doubts about their independence.  The Panel has been assisted by Dr 
Stimmler’s obvious expertise in clinical matters, taking due account of his lack of 
experience in conducting randomised trials, to which Miss O’Rourke referred, and 
by Professor Hutton’s obvious expertise in statistics. 
 
As to Dr Nicholson, the Panel does not think any reasonable Panel could safely 
rely on his opinion evidence, firstly because of considerable reservations whether 
he qualified as an expert due to the limited expertise he can demonstrate.  He has 
little or no formal training in medical ethics.  He is no longer registered as a 
medical practitioner and is subject to no form of professional regulation.  Whilst 
he has published and broadcast extensively, little of this material has been 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D39/5 

Transcribe UK 
VRS Ltd 

01889 270708 
 

subjected to peer review.  Secondly, there are considerable reservations about his 
independence and objectivity.  As he conceded in cross-examination, he has in the 
past seen and conducted himself as a supporter of the Henshalls, having been 
prepared to accept their version of events without challenge.  Furthermore, he has 
until recently published articles in his Bulletin of Medical Ethics and been quoted 
in the media such as to demonstrate a deep animosity towards Dr Southall and, by 
association, towards the other doctors involved in these proceedings.  A typical 
example can be found in the March 1999 edition of the Bulletin in which he 
wrote, “What would paediatric consultants in North Staffordshire have to do 
before the local NHS Trust would think it necessary to suspend them?”  Insofar as 
Dr Nicholson was able to identify relevant national and international guidelines 
on conducting research trials, the Panel has taken these into account as 
appropriate.  

 
THE ALLEGATIONS 
In the light of your submissions, the Panel has considered the evidence that has been 
placed before it and, bearing in mind that the burden of proof ultimately rests on the 
GMC, has determined whether there is sufficient evidence in respect of each allegation on 
which a reasonable Panel could find that allegation proved to the required standard. 
 
Allegation 3(a) – That the application to the Ethics Committee for the CNEP trial 
inaccurately described the procedures that would be applied to each patient. 
 
In support of this allegation, the GMC rely on the application to the Ethics Committee 
signed by Dr Spencer as a responsible investigator in which the procedures to be applied 
are stated at paragraph 12 to include near infra-red spectroscopy (NIRS), intracranial 
pressure monitoring and Doppler ultrasound.  It is contended that these were not used as 
part of the CNEP trial and that accordingly the application inaccurately described the 
procedures to be applied.  Evidence was adduced that NIRS was a separate trial which 
commenced in February 1991 and was the subject of a separate application to the Ethics 
Committee.  It is further contended that paragraph 13 is inaccurate because, if the 
procedures described in paragraph 12 were to be used, this would involve more 
instrumentation and not less as asserted in paragraph 13.  
 
You have submitted that the application was perfectly proper and that no doctor should be 
criticised for applying simply for permission to carry out proposed research only where 
clinically indicated.  You suggest that the medical members of the Ethics Committee 
would have appreciated that the proposed adjuncts to the study would occur only where 
clinically indicated.  
 
The Panel notes that the only oral evidence came from Dr Nicholson who said that, if it 
was not designed to mislead then it was just “sloppy”.  The Panel considers however, that 
the issue to be addressed is whether the application form was inaccurate at the time of 
submission.  So far as paragraph 13 is concerned, the reference to “less instrumentation” 
is clearly limited to the CNEP procedure and, taken on its own, there is evidence that this 
would involve less instrumentation than positive pressure ventilation.  There is no 
evidence on the basis of which, even if the other procedures described in paragraph 12 
were used, a Panel could find that the level of discomfort would be other than “minimal”. 
The Panel has concluded that there is insufficient evidence on which an inaccuracy in 
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paragraph 13 could be found proved.  As to paragraph 12, the Panel does not think the 
mere fact that these procedures were not used when the trial started in April 1990 could 
justify an inference that there had been no intention to use them when the application was 
submitted in November 1989.  For example, there is evidence to suggest the reason 
intracranial pressure monitoring was not done was that the probe could not be made to 
work.  
 
Allegation 6 – Relates to a failure to report an adverse event (neck trauma) to the Ethics 
Committees. 
 
Despite your submission that there is no definition of an adverse event, there is evidence, 
notably from Dr Stimmler and Dr Raine, on which a Panel could find that the neck 
damage sustained by a patient in the trial in Queen Charlotte’s Hospital in February 1990 
could be described as such.  The Panel has noted the Royal College of Physicians 
Guidelines on the Practice of Ethics Committees, which were published in January 1990 
and which suggest that Ethics Committees should tell applicants that they should report 
serious adverse events.  It has also noted the Department of Health red book, (as to which 
evidence was adduced that it was published in around July 1991), which also suggests 
that Ethics Committees should require researchers to report any unusual or unexpected 
results.  
 
It appears to the Panel from such guidance as may have been available at the relevant 
time that the onus was on Ethics Committees to require the reporting of adverse events 
and that there is considerable uncertainty from the evidence adduced as to the 
responsibility on investigators to initiate such reports in the absence of requirements by 
the Ethics Committee. 
 
No evidence has been adduced that the North Staffordshire Ethics Committee imposed 
any requirement on Dr Spencer to report adverse events. 
 
Barbara Cannings, coordinator of the North Staffordshire Ethics Committee, gave 
evidence that there was no formal requirement for the reporting of serious incidents to the 
Ethics Committee even in 1994.  Ms Cannings told the Panel how Ethics Committees 
have changed since the early 1990s.  
 
Dr Stimmler stated that he would not have expected this one adverse incident, even 
though serious, to have been reported to the Ethics Committee.  He would, however, have 
expected remedial changes to have been made to the equipment, which had been done.  
 
Professor Hutton told the Panel that in her experience adverse incidents at that time were 
not generally or routinely reported to Ethics Committees. 
 
Dr Nicholson told the Panel that this was a serious adverse event which should have been 
reported to the Ethics Committees at both hospitals involved in the trial. He further stated 
that it should have been included as a risk in the information to be given to future parents 
being consented for the trial.  Given the view that the Panel has expressed about Dr 
Nicholson’s evidence, it does not consider that his evidence could reasonably prevail over 
the other evidence so as to be capable of proving this allegation to the requisite standard. 
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The Panel does not consider that sufficient evidence has been adduced on which it could 
conclude that there was an obligation on Dr Spencer to report this adverse event 
(allegation 6a) from which it would follow that there could have been no failure on his 
part to do so (allegation 6b).    
Allegation 7 relates to two changes to the trial scoring system not having been reported 
to the Ethics Committee. 
 
There is evidence on which the Panel could find that the trial protocol for which  
Dr Spencer had responsibility as a responsible investigator was changed through two 
adjustments to the scoring system, namely scoring patients at 56 days of age rather than at 
discharge home and excluding retinopathy of prematurity from the scoring system.  
 
You submit that the changes made no difference to the length of the trial or its efficacy 
and that there is no evidence from a member of the Ethics Committee that Dr Spencer 
was in breach of local Ethics Committee guidance.  
 
The Panel notes the evidence of Dr Stimmler who stated that, unless the rules of the 
particular Committee required otherwise, he did not think it was necessary to report back 
to the Ethics Committee on every single change if it did not materially affect the type of 
study that was being carried out.  His view was that the two changes proposed on 15 May 
1990 were logical and did not affect the trial in any way, other than making it more 
sensible to have a finishing time, which in his opinion was a good idea.  Dr Stimmler also 
thought that the second change, about not including retinopathy, was sensible because 
there were no cases anyway.  Notification was only necessary if a major change to the 
trial was being proposed. 
 
Dr Raine also agreed that the changes were minor.  On 15 May 1990, he wrote to  
Dr Spencer notifying him of the changes to the protocol and explaining the reasons for 
them.  He ended his letter by saying “You may feel that you wish to inform your Ethics 
Committee of these changes.”  Although he could not be certain, Dr Raine believes that 
he would have discussed the content of this letter with Dr Southall before sending it to  
Dr Spencer.  It is clear that Dr Raine did not believe that it was mandatory to report these 
changes. 
 
Professor Hutton too thought it unnecessary to report every single change back to the 
Ethics Committee. 
 
Dr Nicholson gave evidence that the changes should have been reported to the Ethics 
Committee, as even in 1990 some Ethics Committees required notice of even minor 
changes, although others were more relaxed about this.  He accepted that the reporting of 
minor changes was not a universal practice. 
 
No evidence has been adduced that the North Staffordshire Ethics Committee had made 
any requirement at any stage during the trial that changes should be notified.   
Ms Cannings gave evidence that, at least by 1994, changes were generally discussed with 
the Chairman of the Committee who would then decide whether they needed to go to the 
Committee.  No evidence has been adduced, nor after such a length of time could such 
evidence be reliably adduced, of the existence or lack of such discussion. 
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No evidence has been adduced that there were any guidelines in operation at the time 
dealing with reported changes to trial protocols. 
 
Given the uncertainty apparent from the evidence which has been adduced, no Panel 
could reasonably find proved to the required standard that Dr Spencer should have 
reported these changes to the Ethics Committee (allegation 7a).  It follows that there 
could have been no failure on his part to do so (allegation 7b).  
 
Allegation 8 relates to a change to the trial protocol by the introduction of artificial 
surfactant not being reported to the Ethics Committee. 
 
In relation to the introduction of artificial surfactant, Dr Stimmler stated that this was a 
“major” change in the trial and that he had some concern about the possible impact on the 
matching of babies in the trial.  Dr Stimmler stated that surfactant had been shown to be a 
successful way of treating hyaline membrane disease and that it would have been 
unethical not to give it to babies where it was clinically indicated.  His preference would 
have been to give surfactant to both matched babies even if not clinically indicated for 
one of them, although he recognised that this would have been outside the regional health 
authority policy which had mandated the use of surfactant in appropriate cases throughout 
the West Midlands.   
 
Dr Stimmler suggested that this was a change which might properly have been reported to 
the Ethics Committee, but once again he said that this would depend on the rules of the 
Ethics Committee at that time.  In relation to surfactant, Dr Nicholson stated this should 
have been reported.  He went on to say, “I would have expected it to be reported, but, of 
course, it would depend on what the ethics committee itself was giving in advice to the 
investigators”. 
 
In the Panel’s view, the evidence of Professor Hutton and Ms Canning has the same 
significance as in relation to the previous allegation. 
 
Once again, no evidence has been adduced that the North Staffordshire Ethics Committee 
had made any requirement at any stage during the trial that changes should be notified.  
The Panel thinks that this is significant because, although it is unclear whether the 
Department of Health’s red book had been published by July/August 1991, the guidance 
in the red book puts the onus on the Committee to require the Investigator to notify 
significant proposed deviations from the original protocol. 
 
In relation to Ms Canning’s evidence, Ms Sullivan submits that there is no documentation 
to suggest that there was any communication, either in writing or orally, with the 
Chairman of the Ethics Committee in relation to this and other changes to the protocol.  
In the Panel’s view, this is a specific example of a situation in which the Panel should 
have regard to the effect of lapse of time on the fairness of the proceedings.  The Panel 
does not think that it could be fair either to infer, from the absence of documentation 
many years later, that no such communication occurred or to expect that individuals could 
remember any such communication. 
 
Given the uncertainty apparent from the evidence which has been adduced, no Panel 
could reasonably find proved to the required standard that Dr Spencer should have 
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reported this change to the Ethics Committee (allegation 8a).  It follows that there could 
have been no failure on his part to do so (allegation 8b). 
 
Allegation 9 relates to a change to the trial protocol by amending the exclusion criteria 
not being reported to the Ethics Committee. 
 
For substantially the same reasons as those given in respect of allegations 7 and 8, no 
Panel could reasonably find proved to the required standard that Dr Spencer should have 
reported this change to the Ethics Committee (allegation 9a).  It follows that there could 
have been no failure on his part to do so (allegation 9b). 
 
Allegation 11 relates to the failure to ensure that appropriate procedures were in place to 
obtain informed parental consent. 
 
There is evidence on which the Panel could find that Dr Spencer was a responsible 
investigator and that he had an obligation to ensure that there were appropriate 
procedures in place to obtain informed parental consent to the participation of their 
children in the CNEP trial, including responsibility for the content of the parent 
information leaflet.  The Panel has been reminded by a number of doctors who gave 
evidence that obtaining informed consent is an essential element of good medical 
practice.  The process was affected in this case, first because of the complications 
inherent in explaining a randomised trial and, secondly, because the trial required that 
consent should be sought at a difficult and emotional time for the parents involved. 
 
The doctors at the hospital have told the Panel that at the time they were working in a 
well run neonatal unit.  They believed themselves to have been well trained and to be 
well supported by their senior colleagues. 
  
Allegation 11a relates to inappropriate delegation of consent taking to too many different 
medical and nursing staff. 
 
The Panel notes that the allegation does not suggest that delegation of consent taking was 
inappropriate in itself, notwithstanding Dr Nicholson’s evidence to the contrary based on 
his understanding of the declarations and guidelines in operation at the time.  He 
particularly based his opinion on the terms of the Nuremberg Code and the 1975 Helsinki 
Declaration.  In addition to the Panel’s view of Dr Nicholson’s evidence, it seems to the 
Panel that later guidance, for example, the proposed International Guidelines of the 
World Health Organisation (1982), does contemplate delegation of consent taking to be 
acceptable in research trials.  The Royal College of Physicians report (January 1990) 
states:  
 

“Where research activity will be delegated by the Investigator the 
Ethics Committee should be satisfied that the Investigator will 
delegate only to individuals who have the necessary skills and 
experience.” 

 
Dr Raine told the Panel that he personally did most of the consenting at Queen 
Charlotte’s Hospital.  He was given specific training by Dr Southall of a nature 
suggesting that  
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Dr Southall took the consenting process seriously.  Given that Dr Raine was a full- time 
research fellow who was also intending to submit an MD thesis based on the CNEP trial, 
the Panel can understand why he would have been so involved in taking consent.  The 
Panel does not think, however, that it could infer from the practice at Queen Charlotte’s 
Hospital a requirement that a single person should have taken consent at North 
Staffordshire. 
 
Evidence has been adduced, from an audit conducted by Dr Southall, that over the 42 
month duration of the trial 34 members of staff at North Staffordshire were involved in 
taking consent.  These included 12 registrars, one research fellow, 18 senior house 
officers, two consultants and one clinical nurse specialist (who took consent in one case). 
 At any given time, because of the rotation of staff, it is likely that no more than about 
half a dozen doctors would have been involved in consent taking. 
 
Dr Stimmler told the Panel that on a busy neonatal unit dealing with the clinical care of 
very many sick babies some delegation of consent taking would have been inevitable.  
Recognising that this had to be done responsibly, he said “There was no alternative but to 
teach everybody involved in the consenting process, or make sure that everybody in the 
consenting process knew precisely how to obtain consent, matters that they should 
discuss with the parents and so on.” 
 
It appears to the Panel that proof of an allegation that consent taking had been delegated 
to too many people would depend on evidence that those to whom the task was delegated 
were insufficiently trained, with the consequence that there were systemic deficiencies in 
the consenting process. 
 
As already mentioned, the Panel has heard evidence from a number of doctors who 
considered that they had been fully trained in all aspects of the CNEP trial, including 
consent taking – training in which Dr Spencer, Ms Wright, Clinical Nurse Specialist, and 
indeed Dr Southall had been involved.  The doctors had an imprecise recollection of how 
they took consent generally and had no recollection of the specific cases of the parents 
who gave evidence.  However, they variously say that they would have explained the trial 
appropriately, that they would have taken consent only from people in a fit state to give it, 
that they were aware of written documentation available for the parents and that they 
would have told the parents that they were free to withdraw their child from the trial at 
any stage. 
 
In addition to the evidence of the doctors, the Panel has heard evidence from 13 parents, 
including Mr and Mrs Henshall, about their experiences of the consent-taking process in 
relation to nine children.  One of these parents has a clear recollection that every aspect of 
good consent taking was covered by the doctor concerned.  Most of the others initially 
spoke of some aspects being missed, particularly in relation to the provision of written 
information. They were aware that their children were involved in a trial, although their 
understanding of the randomisation process was far from perfect.  As to this, the Panel 
was told by Dr Stimmler and Dr Morgan that paediatricians frequently experience 
situations in which parents quickly forget explanations which they have been given and 
that the existence of this problem is supported by research.  These parents readily 
conceded in cross-examination that they had difficulty recollecting events so long ago 
and, on being shown the information leaflet, conceded that it looked familiar.  They also 
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told the Panel that the nurses on the unit were caring, informative and very willing to 
answer questions. 
Mr and Mrs Henshall are however clear in their recollection that they did not give 
consent to their children participating in the trial.  In respect of patient 7, Mr Henshall 
agrees that he signed a consent form, but he did not read it and did not understand that his 
child was to be entered into a trial.  In respect of patient 6, Mrs Henshall agrees that she 
was told by a doctor that her child was to be given CNEP treatment, but she did not 
understand that this was part of a trial and did not sign any consent form for it.  When 
shown the consent form purporting to be signed by her, she told the Panel that she “did 
not know how they did that”.  Although in cross-examination she accepted the possibility 
of having forgotten, it is apparent that she does not believe that.  To her mind, the 
position is either that her signature was forged or that she did sign it but at a time when 
she was not fit to do so.  A third parent also told the Panel that she had not signed a 
consent form or been told that her child was to be part of a trial.  She too raised the 
possibility of her signature having been forged, although she agreed in evidence that it 
could be hers and that she may at the time have been “just not in this world” because of 
the ongoing effect of a general anaesthetic. The Panel notes that forgery, if it occurred, 
would carry with it the implication that medical and nursing records were later falsified. 
 
The Panel is bound to take into account the impact that the lapse of time may have on the 
reliability of recollections of the parents whose evidence might support an allegation that 
they did not give fully informed consent.  No Panel could ignore the evidence of the 
doctors that they would have taken consent in the proper fashion.  Given the lapse of 
time, the difficulties of precise recollection, the stressful circumstances at the time of the 
premature birth of a baby with respiratory difficulties and the inconsistencies in the 
available evidence, it could not be proved to the required standard that consent was not 
properly taken from those parents who suggested otherwise. 
 
Even if it were capable of proof that consent was not properly taken in respect of eight 
children, the Panel has been advised that it must not speculate as to what evidence might 
have been adduced in respect of other babies in the trial.  Signed consent forms exist for 
all 224 babies in the trial at Stoke.  The Panel is also aware that a number of parents 
declined to give consent, which may be some indication that an important aspect of 
consent taking was in place.  Proof that delegation had been extended to too many people 
would depend on an inference from the available evidence that there was a systemic 
failure in the management of the consent-taking process for which Dr Spencer could be 
held responsible.  The Panel does not consider that such an inference could properly be 
drawn. 
 
Allegation 11b relates to the failure to provide adequate training to those taking consent 
for the trial. 
 
By the same process of reasoning identified above in relation to allegation 11a, the Panel 
does not consider that this allegation is capable of proof to the required standard. 
 
Allegation 11c relates to misrepresentation in the parent information leaflet. 
 
The alleged misrepresentation is that the CNEP technique had been shown to be safe.  It 
was submitted that misrepresentation is a serious allegation and must denote recklessness 
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or a deliberate attempt to mislead, which is absent in this case because the doctors 
genuinely believed that CNEP had been shown to be safe.  This belief is supported by 
reference to an earlier trial in which CNEP was used and which had been the subject of 
research papers, including one published in 1989 by Dr Southall and Dr Samuels.  The 
Panel considers, however, that the effect on parents who read the leaflets falls to be 
considered and that an innocent misstatement of the position is capable of being 
described as a misrepresentation. 
 
Dr Stimmler gave evidence that there was nothing in the medical literature that he had 
read to suggest that CNEP was not a safe and effective treatment.  Although correct that 
most babies in earlier trials had been older, Dr Livera confirmed that the unit at Stoke had 
had experience of CNEP before the trial with premature babies as young as 28 weeks. In 
this context, Dr Stimmler said, “The studies that were quoted I think by Professor 
Southall were mainly bronchiolitis … some of the children may have been premature at 
the time they were using it … and it seemed to work well. You then had to extrapolate 
from data of very small babies to even smaller babies and in general it is not an 
unreasonable thing to do.” 
 
Ms Sullivan submitted that, although Dr Stimmler thought that there was evidence in the 
papers presented to him that CNEP was safe, the Panel should nonetheless bear in mind 
that in most of the previous trials the babies were bigger and the tank used would not 
have been the same.  She relied on the evidence of Dr Raine that work done previously by  
Dr Southall and Dr Samuels, using the modified CNEP chamber, had largely related to 
older infants and had not itself been part of a controlled trial.  Ms Sullivan went on to 
refer to the incidents of neck trauma at Queen Charlotte’s Hospital and submitted that 
such incidents called into question whether CNEP could continue thereafter to be 
described as having been shown to be safe.  Ms Sullivan also referred the Panel to the 
1996 paper, co-authored by all three doctors after the trial with which this Panel is 
concerned had been completed:  
 

“Further study is warranted to determine the value and safety of 
CNEP in reducing the incidence of chronic lung disease of 
prematurity.” 

 
She submitted that even at that stage it would have been wrong to say that CNEP had 
been shown to be safe. 
 
The Panel’s attention was drawn to the corresponding written information given to 
parents at Queen Charlotte’s Hospital which said that earlier studies had not shown any 
harmful effects from the use of CNEP.  Insofar as criticism is said to rest on the fact that 
earlier studies involved older babies, it seems to the Panel that “shown to be safe” and 
“had not shown any harmful effects” could be regarded as a distinction without a 
difference.  
 
The Panel takes the reference to the technique having been shown to be safe as an 
element of a clinician’s responsibility to inform patients about any risk associated with 
the procedure to which they are being asked to consent.  It recognises that, in the early 
1990s, the accepted standard was for patients to be given less information than they 
would be given now and the leaflet is to be judged against the standards of the time. 
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“Safety” is not an absolute concept and the interpretation of the word must involve a 
degree of judgement on the part of both the writer and the reader.  There is no evidence 
that use of the word “Safe” in the leaflet concealed the existence of a known risk.  As to 
whether there was an innocent misrepresentation, the leaflet might nowadays be 
differently worded.  In light of Dr Stimmler’s evidence, particularly that concerning the 
earlier trials, a Panel could not find proved to the requisite standard that it was a 
misrepresentation to say that the CNEP technique had been shown to be safe.  
 
The suggestion that the two incidents of neck trauma should have brought about a 
revision to the information leaflet was put to Dr Stimmler for his comment. His view was 
“it would not occur to me if I was doing the trial to have mentioned it, particularly 
something that has only happened twice and had stopped happening and for which you 
had thought you had found a good solution.”   In the light of this evidence, a Panel could 
not reasonably conclude that the incidents of neck trauma dictated the need for revision to 
the information leaflet. 
 
Allegation 11(d) – Relates to the failure to ensure that every parent had a copy of the 
parent information leaflet. 
 
There is evidence on which a Panel could conclude that parents should routinely have 
been given written information about the trial.  
 
In its reasoning in relation to allegation 11(a) above, the Panel has reviewed at length the 
available evidence from parents and doctors about the consenting process, including the 
availability and provision of written information.  By a process of similar reasoning, a 
Panel could not properly conclude that there was any systemic failure in giving 
information leaflets to parents.  
 
Allegation 12 – relates to the Scoring System 
 
You submit that this is an unusual charge to be levelled against Dr Spencer as he had 
little role in scoring if any at all.  He was not named by Dr Raine as one of the six doctors 
who had discussed scoring from a clinical perspective and with a medical statistician, 
John Alexander.  His main point of contact regarding scoring was Ms Wright and he was 
aware that Mr Alexander checked the scoring sheets. 
 
Allegation 12(b) – That Dr Spencer failed to ensure that the scores were allocated 
correctly 
 
Evidence has been adduced that scores were allocated through completion of a score 
sheet for each baby in the trial by Ms Wright, the clinical nurse specialist.  Evidence has 
also been adduced that, on completion, the score sheets were sent directly to Mr 
Alexander.  No evidence has been adduced that Dr Spencer either did see or should have 
seen the score sheets before they were sent to Mr Alexander.  
 
There is evidence on which a Panel could conclude that Dr Spencer was a responsible 
Investigator in the CNEP trial and as such he had an obligation to ensure that Ms Wright 
had been appropriately instructed in the allocation of scores and the completion of the 
score sheets. 



 

 
 

 
 
 
 
 

A 
 
 
 
 
 

B 
 
 
 
 
 

C 
 
 
 
 
 

D 
 
 
 
 
 

E 
 
 
 
 
 

F 
 
 

 
 

G 
 
 
 
 
 

H 

D39/14 

Transcribe UK 
VRS Ltd 

01889 270708 
 

 
In support of this allegation, the GMC rely on three strands of evidence:  
 

First, that the score sheets and data collection sheets for Patients 7 and 14 record 
details of ultrasound scans even though there is nothing within the clinical records 
to indicate that scans had been undertaken.  Dr Stimmler said in evidence that the 
scans themselves might have dropped out of the notes, but he would have expected 
some reference to them in the clinical records.  It is a necessary implication that, if 
scans were not in fact undertaken, Ms Wright either mistakenly or by design made 
inaccurate data entries.  Taking into account once again the lapse of time and the 
risk of missing documentation, a Panel could not reasonably conclude that the 
scans were not in fact done.  Even if they were not, a Panel could not then 
reasonably go on to conclude that this was a managerial failure for which Dr 
Spencer could be held responsible.   
 
Secondly, it is said that Patient 6 was allocated 20 points for having no 
abnormality, an allocation which on the evidence appears to have been made on the 
basis of ultrasound scans undertaken on 22 and 29 December 1992.  No scan 
appears to have been undertaken on Patient 6’s discharge from hospital as the trial 
protocol required.  No Panel could reasonably conclude either that this was other 
than an honest error by Ms Wright or that it was an error for which Dr Spencer 
could be held responsible. 
 
Thirdly, evidence has been adduced that an error in scoring was made in respect of 
25 babies who were allocated 40 points for having no brain abnormality when the 
maximum score should have been 20.  The Panel notes that all these errors were 
corrected by Mr Alexander who was responsible for collating the data, which is 
some indication that the scoring system was itself effectively administered.  There 
is accordingly evidence on which a Panel could conclude that Ms Wright 
misunderstood how to score those babies with no brain abnormality.  Proof of the 
allegation in this respect against Dr Spencer would depend on evidence that he had 
failed to ensure that Ms Wright had been appropriately instructed or an inference to 
that effect.  There has been no direct evidence about this.  In all other respects, 
Ms Wright appears to have allocated scores competently.  It is possible that despite 
careful instruction she misunderstood one element of what she had to do.  In the 
circumstances, a Panel could not reasonably draw an inference adverse to 
Dr Spencer.  

 
 
Allegation 12(d) – That Dr Spencer failed to ensure that there was an appropriate method 
of scoring 
 
Dr Raine told the Panel that the scoring system was developed by six paediatricians, 
including Dr Southall, and the statistician, Mr John Alexander.  No evidence has been 
adduced that Dr Spencer was involved in devising the scoring system.  There is however 
evidence on which a Panel could conclude that he was a responsible investigator and that, 
as such, he had a responsibility to ensure that the method of scoring introduced at North 
Staffordshire Hospital was appropriate.    
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The Panel has heard evidence that the purpose of the scoring system was to provide 
information as to when the trial should be stopped.  The criticism which is made against 
the system is that five babies who died were given higher scores than their paired 
counterparts who lived. 
 
Both Professor Hutton and Dr Stimmler expressed their concerns at this; indeed Professor 
Hutton’s description of her concern led to her being challenged in cross-examination by 
Miss O’Rourke that she failed to appreciate the clinical reasoning of the doctors, 
supported by Mr Alexander, for using this scoring system.  The Panel notes however that 
Professor Hutton regards the design of the trial and the scoring system to be good in all 
other respects, certainly for its time and maybe even by today’s standards.  
 
In the Panel’s view, the preference which Professor Hutton and Dr Stimmler may have 
for a different method of scoring has limited relevance, because both agreed that the 
system in place was wholly effective as a tool to ensure that the trial was stopped at the 
right time.  That being the case, there is no evidence on which a Panel could reasonably 
conclude that the method of scoring was inappropriate to achieve the required statistical 
outcome. 
 
The essential concern expressed by both Professor Hutton and Dr Stimmler was that the 
system was not appropriate on ethical grounds because the parents of dead babies who 
had been given higher scores than live ones could be distressed as a result.  The Panel’s 
attention was drawn to the Royal College of Physicians Report published in January 1990 
which says that “it is good practice to inform participants of the outcome of research in 
broad terms…the provisions of the Data Protection Act permit patients to demand to be 
informed about any information relating to them which is kept in any automated record 
system.”  In the Panel’s view, informing participants of the outcome of research in broad 
terms would not include the provision of raw data. Furthermore, a Data Protection Act 
request by one parent would not entitle them to information about their baby’s matched 
pair.  The potential for distress was therefore limited or non-existent. For these reasons, a 
Panel could not reasonably conclude that those responsible in 1990 for ensuring an 
appropriate method of scoring were in any way at fault on ethical grounds for choosing 
the system that they did.  
 
Allegations 16-20 – relate to the care of Patient 6, who was entered into the CNEP Trial 
 
Allegations 16 (a), (c), (d), (e), (f), (g) – Relate to the clinical care of Patient 6 on 15 
December 1992    
 
On having his attention drawn in the course of his evidence to the fact that the first 
samples taken were capillary and not arterial, Dr Stimmler accepted that there is no 
evidence that Patient 6 was hypoxic at this time or that any other blood gas level was a 
cause for concern.  He no longer had any reason to think that the monitoring had been 
faulty.  By the end of the GMC case, neither Dr Stimmler nor any clinician who gave 
evidence supported these allegations. 
 
It follows that there is no evidence capable of proving them.  
 
Allegation 17 – that Dr Spencer failed to ensure that blood pressure checks were 
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undertaken or recorded  
 
The GMC have made clear that this allegation relates to the same period of time as that 
identified in allegation 16.   
 
You submitted that it is unsustainable as the GMC cannot prove that Dr Spencer was 
involved in the care of Patient 6 on 15 or 16 December 1992 (a Tuesday and a 
Wednesday).  Dr Spencer’s working pattern was confirmed by Dr Brookfield.  The first 
clinical note which mentions his personal involvement with Patient 6 is dated 18 
December 1992.  You further submitted that monitoring would have been the 
responsibility of nursing staff as confirmed by Janet Wakefield, Dr Livera and 
Dr Brookfield.  
 
The allegation against Dr Spencer relates only to 15 December 1992.  However, it is 
correct that his first personal contact with Patient 6 appears from the clinical note to have 
been on 18 December 1992.  
 
Mrs Henshall gave evidence of a conversation with a Dr Carl Bose, immediately 
following which she heard Dr Spencer’s voice.  If there was such a conversation, it 
cannot be timed on the evidence to have taken place during the twelve and a half hour 
period covered by the allegation.  
 
The Panel considers that it could not be established to the required standard that 
Dr Spencer was in the hospital during the relevant period.  No evidence has been adduced 
of systemic failure within the unit to undertake and record blood pressure checks for 
which he might be held clinically responsible. 
 
Allegations 18 and 19 – Relate to Dr Spencer’s failures to communicate ultrasound scan 
abnormalities to Patient 6’s parents.  
 
Dr Spencer has admitted that ultrasound scans were taken of Patient 6’s skull on 22 and 
29 December 1992.   
 
The reports of the two scans are alleged to identify abnormalities about which Patient 6’s 
parents should have been informed by Dr Spencer, which it is said he failed to do.  
 
The Panel has considered whether it could be proved that there was an abnormality.  It 
notes, for example, the evidence of Dr Stimmler and Dr Wildig, both of whom said that 
the findings of the ultrasound scans revealed an abnormality, but they considered it to be 
“mild” or “not major”.  In Dr Stimmler’s opinion, the finding was unlikely to be 
associated with disability or otherwise a matter of clinical concern at that time.  
 
The Panel then considered whether there is sufficient evidence on which to base a 
conclusion that the parents should have been told of this abnormality.  It heard evidence 
that, both at the time and indeed now, doctors would not want parents to be given cause 
to worry unnecessarily.  Dr Stimmler told the Panel that it would have been wise to say to 
the parents, “there is this very slight thing which I think is normal”.   Mrs Henshall told 
the Panel that, being aware that ultrasound scans had been taken, she asked medical staff 
about the results and eventually had a conversation with Dr Spencer on the ward who told 
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her that her baby was fine and there was not a problem.  The Panel has also seen a letter 
from Dr Spencer to a Dr Heycock dated 28 July 1994 in which he said:  
 

“these ultrasound changes could be considered virtually normal in a 
pre term infant and would not, in any event, be associated with an 
increased risk of handicap.  Parenchymal lesions were never 
identified. Therefore, it is quite possible that the parents were 
variably told that the scan was normal or that it showed minor 
abnormality only and this may have led to some of their concerns.” 

 
In the Panel’s view, a Panel could conclude that the results of the ultrasound scans were 
communicated in some form to Mr and Mrs Henshall.  Dr Spencer, through your cross- 
examination of Mrs Henshall, does not discount having had a conversation with her about 
the scans.  The Panel considers that there may have been a conversation about the scans.  
Given the lapse of time, and the Panel’s responsibility to take account of the consequent 
difficulties in recollection for both Mrs Henshall and Dr Spencer (if he came to give 
evidence), a Panel would find it impossible safely to determine the precise nature of that 
conversation.  If however, the conversation were to have been as described by Mrs 
Henshall, it appears to the Panel that Dr Stimmler would regard that as an acceptable 
summary of the clinical situation.  
 
The Panel accordingly considers that a reasonable Panel could not conclude on the 
evidence adduced that there was a failure by Dr Spencer in relation to his responsibility to 
inform Mr and Mrs Henshall about the ultrasound scan results. 
 
 
Allegation 20 – Relates to Dr Spencer’s failure to arrange for Patient 6 to have a further 
ultrasound scan prior to her discharge from the neonatal unit.  
 
Insofar as this allegation might relate to a clinical failure by Dr Spencer, Dr Stimmler told 
the Panel that, whilst he thought it would have been worthwhile to take another scan (on 
the day of discharge or a week or so later), he did not know whether a respectable body of 
medical practitioners might have taken a different view.  On the basis of Dr Stimmler’s 
evidence, a Panel could not reasonably conclude that there was any clinical necessity why 
Dr Spencer or anyone else should have arranged for an ultrasound scan on the day of 
discharge as opposed to some later date.   
 
Dr Stimmler also drew to the Panel’s attention that it was a requirement of the CNEP trial 
protocol that an ultrasound scan should be taken of each baby in the trial at the point of 
discharge from hospital.  It was not Dr Spencer, but Dr Arya, a registrar, who discharged 
Patient 6 from hospital on 7 January 1993.  There is accordingly no evidence of a 
personal failure by Dr Spencer to comply with the trial protocol.  In the Panel’s view, a 
breach of protocol in respect of one baby could not reasonably be taken as evidence of a 
systemic failure for which Dr Spencer could be held responsible.   
 
Allegation 21  
 
In light of the Panel’s determination in respect of allegations 3, 6, 7, 8, 9, 11, 12, 16, 17, 
18, 19 and 20, there is no sufficient evidence of any action by Dr Spencer which could be 
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found to be inappropriate, inadequate, not in the patients’ best interests or likely to bring 
the medical profession into disrepute. 
 
The Panel has concluded that the GMC and the complainants have not produced 
sufficient evidence that would enable it to be satisfied that the allegations contained in 
allegations 3(a), 6(a), 6(b), 7(a), 7(b), 8(a), 8(b), 9(a), 9(b), the stem of 11, 11(a), 11(b), 
11(c), 11(d), 12(b), 12(d), 16(a), 16(c), 16(d), 16(e), 16(f), 16(g), 17, 18(a), 19(a), 20(a), 
21(a), 21(b), 21(c), 21(d) could be proved to the requisite standard.  It has therefore 
determined to accede to your submission under Rule 27(1)(e)(i) as outlined above and 
accordingly, those allegations have now been deleted.  
 
SERIOUS PROFESSIONAL MISCONDUCT 
The Panel then went on to consider, under Rule 27 (1)(e)(ii), whether in respect of any 
remaining allegations, the facts of which evidence has been adduced or which have been 
admitted are insufficient to support a finding of serious professional misconduct.  The 
Panel notes that the only allegations that remain as admitted or capable of proof contain 
nothing which could amount to criticism of Dr Spencer’s role as a Responsible 
Investigator in the CNEP trial or in respect of his treatment of Patient 6.  It follows that 
your submission under Rule 27(1)(e)(ii) is upheld. 
 
CONCLUSION 
Having upheld your submissions, the Panel finds that Dr Spencer is not guilty of serious 
professional misconduct. 
 
That concludes the case so far as Dr Spencer is concerned.  Dr Spencer, of course, you 
are welcome to stay if you wish to do so but you do not have to if you do not want to. 
 
MR FORDE:  Dr Spencer would like to listen to the other determinations, sir.  I do not 
know whether you want a break – you have been reading for an hour – and he would like 
to phone his wife in that, perhaps, five-minute period that you might allow yourself. 
 
THE CHAIRMAN:  Could I make this suggestion, Mr Forde.  I am grateful for the 
indication; I quite understand that Dr Spencer would like to do that.  As Dr Samuels is 
here – and I do not know whether he will want to hear to Dr Southall’s determination – I 
am intending, Miss O’Rourke, if I may, to read Dr Samuels’s determination next as he 
will here and it will also provide some relief from what will appear to be a fair amount of 
déjà vu when I come to read Dr Southall’s determination.  I can also say that Dr Samuels’ 
is very much shorter.  What I propose to do is to read Dr Samuels’s determination and 
then we will take a break. 
 
MR FORDE:  Thank you, sir. 
 

D E T E R M I N A T I O N 
 
THE CHAIRMAN:  Mr Foster, the Panel has given detailed consideration to your 
submissions made on behalf of Dr Samuels under Rule 27(1)(e)(i) and (ii) of the General 
Medical Council Preliminary Proceedings Committee and Professional Conduct 
Committee (Procedure) Rules Order of Council 1988.  It has accepted the advice given by 
the Legal Assessor.   
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The Panel notes that you have already admitted allegation 1 (as amended), on behalf of  
Dr Samuels.  The Panel has recorded that this is admitted and found proved. 
 
Ms Sullivan, on behalf of the General Medical Council and the complainants, (hereafter 
referred to collectively as the “GMC”) withdrew allegations 4(a), 4(c), 4(e) and 5 in its 
entirety.  These have now been deleted.  
 
In the light of your submissions, the Panel has considered the evidence that has been 
placed before it and, bearing in mind that the burden of proof ultimately rests on the 
GMC, has determined whether there is sufficient evidence in respect of each allegation on 
which a reasonable Panel could find that allegation proved to the required standard. 
 
THE LEGAL TEST 
You referred the Panel to the case of R v Galbraith 73 Cr App R 124:  
 

“1. If there is no evidence that the crime alleged has been committed 
by the defendant, there is no difficulty.  The judge will of course 
stop the case.  
 
2. The difficulty arises where there is some evidence but it is of a 
tenuous character, for example, because of inherent weakness or 
vagueness or because it is inconsistent with other evidence.  
 
a)  Where the judge comes to the conclusion that the prosecution 
evidence, taken at its highest, is such that a jury properly directed 
could not properly convict upon it, it is his duty, upon a submission 
being made, to stop the case.  
 
b)  Where however the prosecution evidence is such that its strength 
or weakness depends on the view to be taken of a witness’s 
reliability, or other matters which are generally speaking within the 
province of the jury and where, on one possible view of the facts, 
there is evidence upon which a jury can properly come to the 
conclusion that the defendant is guilty, then the judge should allow 
the matter to be tried by the jury.” 

 
You also referred the Panel to the case of R v Shippey [1988] Crim LR 767, where Turner 
J held that the requirement to take the prosecution evidence at its highest did not mean 
“picking out all the plums and leaving the duff behind”.  You submitted that, in 
considering any particular allegation against Dr Samuels, the Panel must take account of 
all the relevant evidence presented and not just those elements that go to support the 
GMC case.  You submitted that there are “precious few plums” in this case. 
 
ALLEGATIONS 
Allegation 2 – Relates to a trial involving Continuous Negative Extrathoracic Pressure 
(CNEP) commencing in 1990. 
 
There is evidence on which a Panel could conclude that a CNEP trial was commenced at 
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the North Staffordshire Hospital in 1990. 
 
Allegation 3 – Relates to Dr Samuels’s failure in his role as an administrator of the trial 
to ensure that appropriate procedures were in place to obtain informed parental consent. 
 
Allegation 4 – Relates to Dr Samuels’s failures in his role as an administrator of the trial 
to ensure that scores were allocated correctly and that there was an appropriate method of 
scoring. 
 
Allegations 3 and 4 are both predicated on Dr Samuels having responsibilities in relation 
to the CNEP trial which arose from his role as an “administrator” of the trial. 
 
The essence of your submission is that, whilst there is a recognised role of “responsible 
investigator”, with established and identifiable responsibilities, there is no similarly 
recognised role of trial “administrator”.  Furthermore, you submitted that, whether 
recognised as a role or not, the responsibilities of an administrator cannot extend to 
managerial functions of the nature alleged in allegations 3 and 4. 
 
In response, Ms Sullivan submitted that “there is no magic in the term administrator”.  
She referred the Panel to a letter from Dr Samuels’s solicitor to the GMC dated 25 March 
2003 in which it was said that “Dr Samuels assisted Professor Southall in the 
administration of the CNEP trial”.  She went on to submit that Dr Samuels had a high 
level of involvement in the running of the trial, being one of the two doctors responsible 
for randomising all of the babies into the trial and having been involved in the devising of 
the scoring system. 
 
The Panel has received evidence that, throughout the period of the CNEP trial (1990-
1993), Dr Samuels was a research fellow in paediatrics at the Royal Brompton Hospital 
until June 1992 and thereafter was a consultant paediatrician at the North Staffordshire 
Hospital.  In addition to his participation in the design of the scoring system and his 
involvement in randomisation, he was named as co-author of the paper published in 1996 
about the CNEP trial.  
 
Dr Nicholson, who was called by the GMC as an expert witness and about whom the 
Panel has considerable reservations as to his independence, objectivity and expertise, was 
asked about the role of administrator in a research trial.  He said:  
 

“It could be quite variable.  It would very much depend on what 
instructions that administrator had been given and had accepted as to 
their role …”    

 
Having been told that Dr Samuels had, together with Dr Southall, randomised children 
into the trial and having been asked if this gave him any indication as to what role  
Dr Samuels was performing as an administrator, Dr Nicholson said:  
 

“It does not precisely. It suggests that if he is doing much the same 
things as Professor Southall, then perhaps administrator is a less 
accurate term than co-investigator.”  
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The Panel derives little assistance from this.  No evidence has been adduced of any 
instructions given to Dr Samuels.  There is no sufficient evidence capable of establishing 
that Dr Samuels undertook “much the same things” as Dr Southall, let alone those 
involving management of the trial. 
 
In the Panel’s view, there is no evidence that the term “administrator” is an official 
designation of a formal role within a research trial.  There is, as Ms Sullivan put it, “no 
magic in the term”. 
 
The Panel has therefore considered what should ordinarily be understood by the word 
“administrator”.  It considers that being an administrator imports undertaking operational 
tasks which may be of a greater or lesser nature and importance.  In this trial, # 
Dr Samuels’s role was important, but in the Panel’s view, no Panel could reasonably 
conclude that he was given, or assumed, any managerial role within the trial.  In 
particular, the Panel does not accept, as Ms Sullivan contends, that involvement in 
randomisation necessarily imports the assumption of obligations to ensure the adequacy 
of the consenting process.  Nor does the Panel consider that the assumption of managerial 
responsibility for the trial can be inferred from Dr Samuels’s involvement as co-author of 
the 1996 research paper. 
 
It follows that no reasonable Panel could conclude that he had any duties or obligations of 
a nature which gave him individual or shared responsibility for the management of the 
trial.  In the absence of any obligation, there can be no question of failure. 
 
This hearing has involved allegations not only against Dr Samuels, but also against  
Dr Andrew Spencer and Dr David Southall based on their involvement in the CNEP trial. 
Indeed, for the period up to June 1992, Dr Samuels was working with and junior to  
Dr Southall in London.  The allegations against Dr Spencer and Dr Southall include 
allegations similar to those against Dr Samuels, the difference being that their role is 
alleged to have been that of a “responsible investigator”.  In its determinations in respect 
of Dr Spencer and Dr Southall, the Panel has addressed at length the substance of the 
allegations against them.  In each case the Panel has determined that there is no 
sustainable criticism of them for reasons which are set out in its determinations.  That 
being the case, there could be no sustainable criticism of Dr Samuels, even if he had 
obligations, as the other two doctors appear to have had, concerning the management and 
supervision of the CNEP trial.  
 
Allegation 6  
 
In light of the Panel’s determination in respect of allegations 3 and 4, there is no 
sufficient evidence of any action by Dr Samuels which could be found to be 
inappropriate, inadequate, not in the patients’ best interests or likely to bring the medical 
profession into disrepute. 
 
The Panel has concluded that the GMC and the complainants have not produced 
sufficient evidence that would enable it to be satisfied that the allegations contained in 
allegations 3 (in its entirety), 4(b), 4(d) and (6) in its entirety could be proved to the 
requisite standard.  It has therefore determined to accede to your submission under Rule 
27(1)(e)(i) as outlined above and, accordingly, those allegations have now been deleted.  
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SERIOUS PROFESSIONAL MISCONDUCT 
The Panel then went on to consider, under Rule 27(1)(e)(ii), whether, in respect of any 
remaining allegations, the facts of which evidence has been adduced or which have been 
admitted, are insufficient to support a finding of serious professional misconduct. 
 
The Panel notes that the only allegations which remain as admitted or capable of proof 
are that Dr Samuels was practising as a paediatrician and that a CNEP trial commenced in 
1990.  The Panel has found that no criticisms whatsoever can be maintained against  
Dr Samuels arising from his role as an administrator in the CNEP trial.  It follows that 
your submission under Rule 27(1)(e)(ii) is upheld. 
 
CONCLUSION 
Having upheld your submissions, the Panel finds that Dr Samuels is not guilty of serious 
professional misconduct. 
 
That concludes the case so far as Dr Samuels is concerned.  I think it probably now would 
be sensible to take up Mr Forde’s invitation to have a break, so we will have a break until 
12.30.  I anticipate it will take me about the same length of time to read the determination 
for Dr Southall as it did for Dr Spencer.  I am quite happy to do that at 12.30.   
 

(The Panel adjourned for a short time) 
 
THE CHAIRMAN:  It seems, Miss O’Rourke, that the other parties are for me to start.   
I will now read out the determination of the Panel in the case of Dr Southall. 
 

D E T E R M I N A T I O N 
 
THE CHAIRMAN:  Miss O’Rourke, the Panel has given detailed consideration to your 
submissions made on behalf of Dr Southall under Rule 27(1)(e)(i) and (ii) of the General 
Medical Council Preliminary Proceedings Committee and Professional Conduct 
Committee (Procedure) Rules Order of Council 1988.  It has accepted the advice given by 
the Legal Assessor.   
 
The Panel notes that you have already admitted the following allegations on behalf of  
Dr Southall: 1, 5, the stem of 8 (as amended) and the stem of 9.  The Panel has recorded 
that these are admitted and found proved. 
 
Ms Sullivan, on behalf of the General Medical Council and the complainants (hereafter 
referred to collectively as the “GMC”) withdrew allegations 3(b), 4, 10 in its entirety, 
12(a), 12(c), 12(e) and 13 in its entirety.  These have now been deleted.  
 
THE LEGAL TEST 
You referred the Panel to the case of R v Galbraith 73 Cr App R 124:  
 

“1.  If there is no evidence that the crime alleged has been 
committed by the defendant, there is no difficulty.  The judge will of 
course stop the case.  
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2.  The difficulty arises where there is some evidence but it is of a 
tenuous character, for example, because of inherent weakness or 
vagueness or because it is inconsistent with other evidence.  
 
a)  Where the judge comes to the conclusion that the prosecution 
evidence, taken at its highest, is such that a jury properly directed 
could not properly convict upon it, it is his duty, upon a submission 
being made, to stop the case.  
 
b)  Where however the prosecution evidence is such that its strength 
or weakness depends on the view to be taken of a witness’s 
reliability, or other matters which are generally speaking within the 
province of the jury and where, on one possible view of the facts, 
there is evidence upon which a jury can properly come to the 
conclusion that the defendant is guilty, then the judge should allow 
the matter to be tried by the jury.” 
 

The Panel was also referred to the case of R v Shippey [1988] Crim LR 767, where  
Turner J held that the requirement to take the prosecution evidence at its highest did not 
mean “picking out all the plums and leaving the duff behind.”  It was submitted that, in 
considering any particular allegation against Dr Southall, the Panel must take account of 
all the relevant evidence presented and not just those elements that go to support the 
GMC case.  In this context you have invited the Panel to have regard to a variety of 
factors which you submit should affect its evaluation of evidence given by Mr and Mrs 
Henshall, Dr Stimmler, Professor Hutton and Dr Nicholson.  
 
Central to the submissions which have been made to the Panel is that the events giving 
rise to the allegations against Dr Southall occurred between 1989 and 1993 in the context 
of a research study into the effectiveness of Continuous Negative Extra-Thoracic Pressure 
(CNEP) in the treatment of premature babies with respiratory distress syndrome.  Given 
the lapse of time, it is submitted, first, that the Panel is entitled to regard 
contemporaneous documents, compiled at a time when proceedings were not 
contemplated, as more reliable than recollection many years after the event. Secondly, 
most, if not all, witnesses have struggled to recollect the fine detail of this case or the 
state of medical practice at the relevant time.  Thirdly, the Panel must also recognise that 
there will have been at that time considerable variance in practice regarding randomised 
trials and acceptable standards.  The advice and guidance to Ethics Committees were in 
the process of developing and there has been an assimilation of improvements in research 
practice over the last 20 years.  It is further submitted that there is a real danger that these 
practitioners might be judged by the standards of 2008 rather than by the standards of the 
time. 
 
LEGAL ADVICE 
The Legal Assessor advised that the correct test at this stage is not whether the Panel 
itself believes the witnesses but only whether they are capable of belief.  
 
He advised the Panel to consider in respect of each witness who had been called as an 
expert whether the evidence which he or she gave was within their relevant area of 
expertise and whether the witness had complied with the duties of an expert.  
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The Legal Assessor reminded the Panel of the passage from the oft-cited case of The 
Ikarian Reefer, [1993] 2 Lloyd’s Rep 68, which is itself mirrored in various rules in both 
criminal and civil procedure that: 
 

“The role of an expert is to provide independent assistance to the 
court by way of objective unbiased opinion in relation to matters 
within his expertise.  An expert witness in the High Court should 
never assume the role of an advocate.” 

 
He also drew attention to the decision of the High Court in the case of Liverpool Roman 
Catholic Archdiocesan Trust v David Goldberg QC [2001] EWHC Ch 396, in which the 
proposed expert was a good friend of the defendant, on whose behalf he gave evidence.  
The witness admitted that “my personal sympathies are engaged to a greater degree than 
would probably be normal with an expert witness”, and the judge decided that this 
admission rendered the evidence unacceptable as the evidence of an expert on the ground 
of public policy that justice must be seen to be done as well as done.  In light of the 
challenge to Dr Nicholson’s independence and objectivity, the Legal Assessor advised 
that, even if the Panel took an adverse view of him in this respect, it should not simply 
ignore his evidence.  It might however find some guidance from that case as to the weight 
which it should attach to his evidence. 
 
He also advised the Panel to consider whether those who were called to give expert 
evidence had applied the correct standard.  He made clear that the standard to be applied 
is the standard which prevailed at the time of the relevant events.  
 
THE PANEL’S APPROACH 
Before turning to address the specific allegations against Dr Southall, the Panel wishes to 
make a number of general comments about its approach to your submission. 
 

1. This hearing has involved allegations not only against Dr Southall, but also 
against Dr Andrew Spencer and Dr Martin Samuels based on their joint 
involvement in the CNEP Trial.  Whilst the Panel has considered the case of each 
doctor separately, it has taken into account, so far as relevant to Dr Southall, both 
your submissions and those made on behalf of the other two doctors. 

 
2. At the start of the hearing, the Panel rejected applications by Dr Spencer and Dr 

Samuels that the proceedings should be stayed as an abuse of process on the 
ground of delay.  The Panel determined that it remained possible to have a fair 
hearing notwithstanding the lapse of time because of the inherent safeguards in 
the process, including the right to make an application under Rule 27(1)(e)(i) of 
the 1988 Rules.  The Panel has recognised throughout the hearing and its 
evaluation of the submissions the possible impact of the lapse of time on the 
reliability of witness recollection.  It also recognises that, over the years, there 
have been opportunities for relevant documents to have gone missing.  An 
example of the potential for prejudice in this respect was the chance discovery at a 
late stage in the proceedings of a red plastic folder with documents relevant to the 
training of medical staff engaged in taking consent from parents. 
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3.  The evidence adduced by the GMC included evidence from factual witnesses, 
namely parents of babies involved in the trial and some of the medical staff on the 
neonatal unit at the relevant time.  In assessing the evidence of all these witnesses, the 
Panel has taken account of reliability of recollection and availability of documents 
referred to above. Amongst the parents who gave evidence were the complainants, 
Carl and Deborah Henshall.  You invited the Panel to conclude that Mr and Mrs 
Henshall have both consistently told lies over the course of many years and in their 
evidence to the Panel.  In her response, Ms Sullivan submitted that, whatever the 
Panel makes of the evidence of Mr and Mrs Henshall, there can be no doubt that their 
motivation stems from an entirely natural and understandable need to know what 
happened to their two daughters, both of whom received CNEP treatment in the 
course of the trial and one of whom died, while the other now suffers from cerebral 
palsy.  Mr and Mrs Henshall have always believed, and may well continue to believe, 
that CNEP was the cause.  Whilst the Panel understands the depth of their feelings in 
relation to what happened to their two children, the cause is no part of the allegations 
in this case. What has emerged from their extensive cross-examination by you is 
evidence that over many years they have been active in bringing the CNEP trial and 
what they see as its dangerous shortcomings to public attention.  They have courted 
media attention and had contact with representatives of various pressure groups.  
They have participated in earlier inquiries and, significantly, they have sought to 
acquire a great deal of knowledge about the treatment of premature babies and the 
CNEP treatment.  Insofar as they have given evidence about events at the time of the 
births of their children, particularly as to their lack of knowledge of the trial and lack 
of informed consent, the possible impact of lapse of time and after-acquired 
knowledge is something which the Panel is bound to take into account when assessing 
the reliability of their recollections.  The Panel is not, however, able to conclude on 
the evidence it has heard that either of them is dishonest. 

 
4.  The GMC has adduced evidence from three witnesses presented as experts, namely 
Dr Leo Stimmler, Emeritus Consultant Paediatrician, Professor Jane Hutton, an 
academic medical statistician and Dr Richard Nicholson, whose evidence related to 
medical ethics.   

 
In relation to the evidence of the expert witnesses, Ms Sullivan acknowledged that 
there was conflicting evidence.  She submitted, however, that this does not 
prevent the Panel from finding that there is a case to answer.  She referred the 
Panel to the Judicial Studies Board direction on expert evidence:  “It is for the 
Panel to decide whose evidence and whose opinions, if any, it accepts.  Indeed it 
does not even have to accept expert evidence.” 
 
In the circumstances, the Panel thinks it right to record its impression of each of 
these witnesses.  In relation to Dr Stimmler and Professor Hutton, the Panel has 
no doubts about their independence.  The Panel has been assisted by Dr 
Stimmler’s obvious expertise in clinical matters, taking due account of his lack of 
experience in conducting randomised trials, to which you referred, and by 
Professor Hutton’s obvious expertise in statistics. 
 
As to Dr Nicholson, the Panel does not think any reasonable Panel could safely 
rely on his opinion evidence, firstly because of considerable reservations whether 
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he qualified as an expert due to the limited expertise he can demonstrate.  He has 
little or no formal training in medical ethics.  He is no longer registered as a 
medical practitioner and is subject to no form of professional regulation.  Whilst 
he has published and broadcast extensively, little of this material has been 
subjected to peer review.  Secondly, there are considerable reservations about his 
independence and objectivity.  As he conceded in cross-examination, he has in the 
past seen and conducted himself as a supporter of the Henshalls, having been 
prepared to accept their version of events without challenge.  Furthermore, he has 
until recently published articles in his Bulletin of Medical Ethics and been quoted 
in the media such as to demonstrate a deep animosity towards Dr Southall and, by 
association, towards the other doctors involved in these proceedings.  A typical 
example can be found in the March 1999 edition of the Bulletin in which he 
wrote, “What would paediatric consultants in North Staffordshire have to do 
before the local NHS Trust would think it necessary to suspend them?”  Insofar as  
Dr Nicholson was able to identify relevant national and international guidelines 
on conducting research trials, the Panel has taken these into account as 
appropriate. 
 

5.  Although it appears from the evidence that Dr Southall was at the Royal Brompton 
Hospital in London up until June 1992, it also appears from the evidence that he 
was the person who took the initiative for proposing this research trial into CNEP. 
He is named as a responsible investigator on the application which was submitted 
to the North Staffordshire Ethics Committee by Dr Spencer.  The Panel considers 
that there is evidence on which a Panel could reasonably conclude that Dr 
Southall assumed the duties of a responsible investigator to which he was subject 
even though he was not based at North Staffordshire Hospital until June 1992.   

 
THE ALLEGATIONS 
In the light of your submissions, the Panel has considered the evidence that has been 
placed before it and, bearing in mind that the burden of proof ultimately rests on the 
GMC, has determined whether there is sufficient evidence in respect of each allegation on 
which a reasonable Panel could find that allegation proved to the required standard. 
 
Allegation 2 – That Dr Southall applied to the North Staffordshire Ethics Committee for 
approval for the CNEP trial. 
 
In relation to allegation 2, you submitted that there is no oral or documentary evidence to 
support the fact that Dr Southall applied to the Ethics Committee of North Staffordshire 
for approval of this particular trial.  The application was made by Dr Spencer and signed 
by him. He submitted it as he was employed by North Staffordshire Hospital.  You 
further submitted that the approval of the application was notified to Dr Spencer.  You 
submitted that there is no evidence that Dr Southall saw the form or that he authorised his 
name to be put on it. 
 
In the Panel’s view, there is, as already stated, evidence on which a Panel could conclude 
that Dr Southall was the instigator of this research trial.  From this, the Panel further 
considers there is evidence on which a Panel could conclude that he was a party to, and 
therefore shared responsibility for the application.  In that respect, he could be said to 
have “applied” for approval. 
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Allegation 3a – That the Application to the Ethics Committee for the CNEP Trial 
inaccurately described the procedures that would be applied to each patient. 
 
In support of this allegation, the GMC rely on the application to the Ethics Committee 
signed by Dr Spencer as a responsible investigator in which the procedures to be applied 
are stated at paragraph 12 to include near infrared spectroscopy (NIRS), intracranial 
pressure monitoring and Doppler ultrasound.  It is contended that these were not used as 
part of the CNEP trial and that accordingly the application inaccurately described the 
procedures to be applied. Evidence was adduced that NIRS was a separate trial which 
commenced in February 1991 and was the subject of a separate application to the Ethics 
Committee.  It is further contended that paragraph 13 is inaccurate because if the 
procedures described in paragraph 12 were to be used, this would involve more 
instrumentation and not less as asserted in paragraph 13.  
 
It has been submitted that the application was perfectly proper and that no doctor should 
be criticised for applying simply for permission to carry out proposed research only 
where clinically indicated.  It has been suggested that the medical members of the Ethics 
Committee would have appreciated that the proposed adjuncts to the study would occur 
only where clinically indicated. 
 
The Panel notes that the only oral evidence came from Dr Nicholson who said that if it 
was not designed to mislead, then it was just “sloppy”.  The Panel considers, however, 
that the issue to be addressed is whether the application form was inaccurate at the time 
of submission.  So far as paragraph 13 is concerned, the reference to “less 
instrumentation” is clearly limited to the CNEP procedure and, taken on its own, there is 
evidence that this would involve less instrumentation than positive pressure ventilation.  
There is no evidence on the basis of which, even if the other procedures described in 
paragraph 12 were used, a Panel could find that the level of discomfort would be other 
than “minimal”. The Panel has concluded that there is insufficient evidence on which an 
inaccuracy in paragraph 13 could be found proved.  As to paragraph 12, the Panel does 
not think the mere fact that these procedures were not used when the trial started in April 
1990 could justify an inference that there had been no intention to use them when the 
application was submitted in November 1989.  For example, there is evidence to suggest 
that the reason intracranial pressure monitoring was not done was that the probe could not 
be made to work. 
 
Allegation 6 relates to a failure to report an adverse event (neck trauma) to the Ethics 
Committee. 
 
You submit that the expression “neck trauma” is incorrect, but whether described as 
“trauma” or “damage”, and despite submissions that there is no definition of an adverse 
event, there is evidence, notably from Dr Stimmler and Dr Raine, on which a Panel could 
find that the neck damage sustained by a patient in the trial in Queen Charlotte’s Hospital 
in February 1990 could be described as such.  The Panel has noted the Royal College of 
Physicians Guidelines on the Practice of Ethics Committees, which were published in 
January 1990 and which suggest that Ethics Committees should tell applicants that they 
should report serious adverse events.  It has also noted the Department of Health red book 
(as to which evidence was adduced that it was published in around July 1991), which also 
suggests that Ethics Committees should require researchers to report any unusual or 
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unexpected results.  
 
It appears to the Panel from such guidance as may have been available at the relevant 
time that the onus was on Ethics Committees to require the reporting of adverse events 
and that there is considerable uncertainty from the evidence adduced as to the 
responsibility on investigators to initiate such reports in the absence of requirement by the 
Ethics Committee.   evidence has been adduced that the North Staffordshire Ethics 
Committee imposed any requirement on Dr Southall to report adverse events. 
 
Barbara Cannings, coordinator of the North Staffordshire Ethics Committee, gave 
evidence that there was no formal requirement for the reporting of serious incidents to the 
Ethics Committee even in 1994.  Ms Cannings told the Panel how Ethics Committees 
have changed since the early 1990s. 
 
Dr Stimmler stated that he would not have expected this one adverse incident, even 
though serious, to have been reported to the Ethics Committee.  He would, however, have 
expected remedial changes to have been made to the equipment, which had been done.  
 
Professor Hutton told the Panel that in her experience adverse incidents at that time were 
not generally or routinely reported to Ethics Committees. 
 
Dr Nicholson told the Panel that this was a serious adverse event which should have been 
reported to the Ethics Committees at both hospitals involved in the trial.  He further stated 
that it should have been included as a risk in the information to be given to future parents 
being consented for the trial.  Given the view that the Panel has expressed about  
Dr Nicholson’s evidence, it does not consider that his evidence could reasonably prevail 
over the other evidence so as to be capable of proving this allegation to the requisite 
standard. 
 
The Panel does not consider that sufficient evidence has been adduced on which it could 
conclude that there was an obligation on Dr Southall to report this adverse event 
(allegation 6a) from which it would follow that there could have been no failure on his 
part to do so (allegation 6b).  
 
Allegation 7 relates to two changes to the trial scoring system not having been reported 
to the Ethics Committee. 
 
There is evidence on which the Panel could find that the trial protocol for which  
Dr Southall had responsibility as a responsible investigator was changed through two 
adjustments to the scoring system, namely scoring patients at 56 days of age rather than at 
discharge home and excluding retinopathy of prematurity from the scoring system.  
 
It is submitted that the changes made no difference to the length of the trial or its efficacy 
and that there is no evidence from a member of the Ethics Committee that Dr Southall 
was in breach of local Ethics Committee guidance. 
 
The Panel notes the evidence of Dr Stimmler who stated that, unless the rules of the 
particular Committee required otherwise, he did not think it was necessary to report back 
to the Ethics Committee on every single change if it did not materially affect the type of 
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study that was being carried out.  His view was that the two changes proposed on 15 May 
1990 were logical and did not affect the trial in any way, other than making it more 
sensible to have a finishing time, which in his opinion was a good idea.  Dr Stimmler also 
thought that the second change, about not including retinopathy, was sensible because 
there were no cases anyway.  Notification was only necessary if a major change to the 
trial was being proposed. 
 
Dr Raine also agreed that the changes were minor. On 15 May, he wrote to Dr Spencer 
notifying him of the changes to the protocol and explaining the reasons for them.  He 
ended his letter by saying, “You may feel that you wish to inform your Ethics Committee 
of these changes.”  Although he could not be certain, Dr Raine believes that he would 
have discussed the content of this letter with Dr Southall before sending it to Dr Spencer. 
 It is clear that Dr Raine did not believe that it was mandatory to report these changes. 
 
Professor Hutton too thought it unnecessary to report every single change back to the 
Ethics Committee.  
 
Dr Nicholson gave evidence that the changes should have been reported to the Ethics 
Committee, as even in 1990 some Ethics Committees required notice of even minor 
changes, although others were more relaxed about this.  He accepted that the reporting of 
minor changes was not a universal practice. 
 
No evidence has been adduced that the North Staffordshire Ethics Committee had made 
any requirement at any stage during the trial that changes should be notified. Ms 
Cannings gave evidence that, at least by 1994, changes were generally discussed with the 
Chairman of the Committee who would then decide whether they needed to go to the 
Committee.  No evidence has been adduced, nor after such a length of time could such 
evidence be reliably adduced, of the existence or lack of such discussion. 
 
No evidence has been adduced that there were any guidelines in operation at the time 
dealing with reported changes to trial protocols. 
 
Given the uncertainty apparent from the evidence which has been adduced, no Panel 
could reasonably find proved to the required standard that Dr Southall should have 
reported these changes to the Ethics Committee (allegation 7a).  It follows that there 
could have been no failure on his part to do so (allegation 7b).  
 
Allegation 8 relates to a change to the trial protocol by the introduction of artificial 
surfactant not being reported to the Ethics Committee. 
 
In relation to the introduction of artificial surfactant, Dr Stimmler stated that this was a 
“major” change in the trial and he had some concern about the possible impact on the 
matching of babies in the trial.  Dr Stimmler stated that surfactant had been shown to be a 
successful way of treating hyaline membrane disease and that it would have been 
unethical not to give it to babies where it was clinically indicated.  His preference would 
have been to give surfactant to both matched babies even if not clinically indicated for 
one of them, although he recognised that this would have been outside the regional health 
authority policy which had mandated the use of surfactant in appropriate cases throughout 
the West Midlands. 
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Dr Stimmler suggested that this was a change which might properly have been reported to 
the Ethics Committee, but once again he said that this would depend on the rules of the 
Ethics Committee at that time. 
 
In relation to surfactant, Dr Nicholson stated this should have been reported.  He went on 
to say, “I would have expected it to be reported, but, of course, it would depend on what 
the ethics committee itself was giving in advice to the investigators”. 
 
In the Panel’s view, the evidence of Professor Hutton and Ms Canning has the same 
significance as in relation to the previous allegation.  Once again, no evidence has been 
adduced that the North Staffordshire Ethics Committee had made any requirement at any 
stage during the trial that changes should be notified.  The Panel thinks that this is 
significant because, although it is unclear whether the Department of Health’s red book 
had been published by July/August 1991, the guidance in the red book puts the onus on 
the Committee to require the investigator to notify significant proposed deviations from 
the original protocol.  
 
In relation to Ms Canning’s evidence, Ms Sullivan submits that there is no documentation 
to suggest that there was any communication, either in writing or orally, with the 
Chairman of the Ethics Committee in relation to this and other changes to the protocol.  
In the Panel’s view, this is a specific example of a situation in which the Panel should 
have regard to the effect of lapse of time on the fairness of the proceedings.  The Panel 
does not think that it could be fair either to infer, from the absence of documentation 
many years later, that no such communication occurred or to expect that individuals could 
remember any such communication. 
 
Given the uncertainty apparent from the evidence which has been adduced, no Panel 
could reasonably find proved to the required standard that Dr Southall should have 
reported this change to the Ethics Committee (allegation 8a).  It follows that there could 
have been no failure on his part to do so (allegation 8b).  
 
Allegation 9 relates to a change to the trial protocol by amending the exclusion criteria 
not being reported to the Ethics Committee. 
 
For substantially the same reasons as those given in respect of allegations 7 and 8, no 
Panel could reasonably find proved to the required standard that Dr Southall should have 
reported this change to the Ethics Committee (allegation 9a).  It follows that there could 
have been no failure on his part to do so (allegation 9b). 
 
Allegation 11 relates to the failure to ensure that appropriate procedures were in place to 
obtain informed parental consent. 
 
There is evidence on which the Panel could find that Dr Southall was a responsible 
investigator and that he had an obligation to ensure that there were appropriate 
procedures in place to obtain informed parental consent to the participation of their 
children in the CNEP trial, including responsibility for the content of the parent 
information leaflet.  The Panel accepts that during the period when he was working in 
London he would have had less control than Dr Spencer over the day to day running of 
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the trial.  The Panel has been reminded by a number of doctors who gave evidence that 
obtaining informed consent is an essential element of good medical practice.  The process 
was affected in this case, first because of the complications inherent in explaining a 
randomised trial and, secondly, because the trial required that consent should be sought at 
a difficult and emotional time for the parents involved.  The doctors at the hospital have 
told the Panel that, at the time, they were working in a well run neonatal unit. They 
believed themselves to have been well trained and to be well supported by their senior 
colleagues. 
  
Allegation 11a relates to inappropriate delegation of consent-taking to too many different 
medical and nursing staff. 
 
The Panel notes that the allegation does not suggest that delegation of consent taking was 
inappropriate in itself, notwithstanding Dr Nicholson’s evidence to the contrary based on 
his understanding of the declarations and guidelines in operation at the time.  He 
particularly based his opinion on the terms of the Nuremberg Code and the 1975 Helsinki 
Declaration.  In addition to the Panel’s view of Dr Nicholson’s evidence, it seems to the 
Panel that later guidance, for example the proposed International Guidelines of the World 
Health Organisation (1982), does contemplate delegation of consent taking to be 
acceptable in research trials. The Royal College of Physicians report (January 1990) 
states:  

 
“Where research activity will be delegated by the Investigator the 
Ethics Committee should be satisfied that the Investigator will 
delegate only to individuals who have the necessary skills and 
experience.” 

 
Dr Raine told the Panel that he personally did most of the consenting at Queen 
Charlotte’s Hospital.  He was given specific training by Dr Southall of a nature 
suggesting that Dr Southall took the consenting process seriously.  Given that Dr Raine 
was a full-time research Fellow who was also intending to submit an MD thesis based on 
the CNEP trial, the Panel can understand why he would have been so involved in taking 
consent.  The Panel does not think however that it could infer from the practice at Queen 
Charlotte’s Hospital a requirement that a single person should have taken consent at 
North Staffordshire.  
 
Evidence has been adduced, from an audit conducted by Dr Southall, that over the 
42-month duration of the trial, 34 members of staff at North Staffordshire were involved 
in taking consent. These included twelve registrars, one research fellow, 18 senior house 
officers, two consultants and one clinical nurse specialist (who took consent in one case). 
At any given time, because of the rotation of staff, it is likely that no more than about half 
a dozen doctors would have been involved in consent-taking.  
 
Dr Stimmler told the Panel that, on a busy neonatal unit dealing with the clinical care of 
very many sick babies, some delegation of consent-taking would have been inevitable.  
Recognising that this had to be done responsibly, he said:  
 

“there was no alternative but to teach everybody involved in the 
consenting process, or make sure that everybody in the consenting 
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process knew precisely how to obtain consent, matters that they 
should discuss with the parents and so on.”  

 
It appears to the Panel that proof of an allegation that consent-taking had been delegated 
to too many people would depend on evidence that those to whom the task was delegated 
were insufficiently trained, with the consequence that there were systemic deficiencies in 
the consenting process. 
 
As already mentioned, the Panel has heard evidence from a number of doctors who 
considered that they had been fully trained in all aspects of the CNEP trial, including 
consent-taking – training in which Dr Spencer, Ms Wright, clinical nurse specialist, and 
indeed Dr Southall had been involved.  The doctors had an imprecise recollection of how 
they took consent generally and had no recollection of the specific cases of the parents 
who gave evidence.  However, they variously said that they would have explained the 
trial appropriately, that they would have taken consent only from people in a fit state to 
give it, that they were aware of written documentation available for the parents and that 
they would have told the parents that they were free to withdraw their child from the trial 
at any stage. 
 
In addition to the evidence of the doctors, the Panel has heard evidence from 13 parents, 
including Mr and Mrs Henshall, about their experiences of the consent-taking process in 
relation to nine children.  One of these parents has a clear recollection that every aspect of 
good consent-taking was covered by the doctor concerned.  Most of the others initially 
spoke of some aspects being missed, particularly in relation to the provision of written 
information.  They were aware that their children were involved in a trial, although their 
understanding of the randomisation process was far from perfect.  As to this, the Panel 
was told by Dr Stimmler and Dr Morgan that paediatricians frequently experience 
situations in which parents quickly forget explanations which they have been given and 
that the existence of this problem is supported by research.  These parents readily 
conceded in cross-examination that they had difficulty recollecting events so long ago 
and, on being shown the information leaflet, conceded that it looked familiar.  They also 
told the Panel that the nurses on the unit were caring, informative and very willing to 
answer questions.  
 
Mr and Mrs Henshall are, however, clear in their recollection that they did not give 
consent to their children participating in the trial.  In respect of Patient 7, Mr Henshall 
agrees that he signed a consent form, but he did not read it and did not understand that his 
child was to be entered into a trial.  In respect of Patient 6, Mrs Henshall agrees that she 
was told by a doctor that her child was to be given CNEP treatment, but she did not 
understand that this was part of a trial and did not sign any consent form for it.  When 
shown the consent form purporting to be signed by her, she told the Panel that she “did 
not know how they did that”.  Although, in cross-examination, she accepted the 
possibility of having forgotten, it is apparent that she does not believe that.  To her mind, 
the position is either that her signature was forged or that she did sign it, but at a time 
when she was not fit to do so.  A third parent also told the Panel that she had not signed a 
consent form or been told that her child was to be part of a trial.  She too raised the 
possibility of her signature having been forged, although she agreed in evidence that it 
could be hers and that she may at the time have been “just not in this world” because of 
the ongoing effect of a general anaesthetic.  The Panel notes that forgery, if it occurred, 
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would carry with it the implication that medical and nursing records were later falsified.  
 
The Panel is bound to take into account the impact that the lapse of time may have on the 
reliability of recollections of the parents whose evidence might support an allegation that 
they did not give fully informed consent.  No Panel could ignore the evidence of the 
doctors that they would have taken consent in the proper fashion.  Given the lapse of 
time, the difficulties of precise recollection, the stressful circumstances at the time of the 
premature birth of a baby with respiratory difficulties and the inconsistencies in the 
available evidence, it could not be proved to the required standard that consent was not 
properly taken from those parents who suggested otherwise.  
 
Even if it were capable of proof that consent was not properly taken in respect of eight 
children, the Panel has been advised that it must not speculate as to what evidence might 
have been adduced in respect of other babies in the trial.  Signed consent forms exist for 
all 224 babies in the trial at Stoke.  The Panel is also aware that a number of parents 
declined to give consent, which may be some indication that an important aspect of 
consent-taking was in place.  Proof that delegation had been extended to too many people 
would depend on an inference from the available evidence that there was a systemic 
failure in the management of the consent-taking process for which Dr Southall could be 
held responsible.  The Panel does not consider that such an inference could properly be 
drawn. 
 
 
Allegation 11(b) – Relates to the failure to provide adequate training to those taking 
consent for the trial. 
 
By the same process of reasoning identified above in relation to allegation 11(a), the 
Panel does not consider that this allegation is capable of proof to the required standard. 
 
 
Allegation 11(c) - Relates to misrepresentation in the parent information leaflet. 
 
The alleged misrepresentation is that the CNEP technique had been shown to be safe.  It 
was submitted that misrepresentation is a serious allegation and must denote a reckless or 
deliberate attempt to mislead, which is shown to be absent in this case because the 
doctors genuinely believed that CNEP had been shown to be safe.  This belief is 
supported by reference to an earlier trial in which CNEP was used and which had been 
the subject of research papers, including one published in 1989 by Dr Southall and Dr 
Samuels.  The Panel considers, however, that the effect on parents who read the leaflets 
falls to be considered and that an innocent misstatement of the position is capable of 
being described as a misrepresentation. 
 
Dr Stimmler gave evidence that there was nothing in the medical literature that he had 
read to suggest that CNEP was not a safe and effective treatment.  Although correct that 
most babies in earlier trials had been older, Dr Livera confirmed that the unit at Stoke had 
had experience of CNEP before the trial with premature babies as young as 28 weeks.  In 
this context, Dr Stimmler said:  
 

“the studies that were quoted I think by Professor Southall were 
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mainly bronchiolitis…some of the children may have been 
premature at the time they were using it…and it seemed to work 
well. You then had to extrapolate from data of very small babies to 
even smaller babies and in general it is not an unreasonable thing to 
do.” 

 
Ms Sullivan submitted that, although Dr Stimmler thought that there was evidence in the 
papers presented to him that CNEP was safe, the Panel should nonetheless bear in mind 
that, in most of the previous trials, the babies were bigger and the tank used would not 
have been the same.  She relied on the evidence of Dr Raine that work done previously by 
Dr Southall and Dr Samuels, using the modified CNEP chamber, had largely related to 
older infants and had not itself been part of a controlled trial.  Ms Sullivan went on to 
refer to the incidents of neck trauma at Queen Charlotte’s Hospital and submitted that 
such incidents called into question whether CNEP could continue thereafter to be 
described as having been shown to be safe.  Ms Sullivan also referred the Panel to the 
1996 paper, co-authored by all three doctors after the trial with which this Panel is 
concerned had been completed:  “Further study is warranted to determine the value and 
safety of CNEP in reducing the incidence of chronic lung disease of prematurity.”  She 
submitted that even at that stage it would have been wrong to say that CNEP had been 
shown to be safe. 
 
The Panel’s attention was drawn to the corresponding written information given to 
parents at Queen Charlotte’s Hospital which said that earlier studies had not shown any 
harmful effects from the use of CNEP.  Insofar as criticism is said to rest on the fact that 
earlier studies involved older babies, it seems to the Panel that “shown to be safe” and 
“had not shown any harmful effects” could be regarded as a distinction without a 
difference.  
 
The Panel takes the reference to the technique having been shown to be safe as an 
element of a clinician’s responsibility to inform patients about any risk associated with 
the procedure to which they are being asked to consent.  It recognises that, in the early 
1990s, the accepted standard was for patients to be given less information than they 
would be given now and the leaflet is to be judged against the standards of the time.  
“Safety” is not an absolute concept and the interpretation of the word must involve a 
degree of judgement on the part of both the writer and the reader.  There is no evidence 
that use of the word “safe” in the leaflet concealed the existence of a known risk.  As to 
whether there was an innocent misrepresentation, the leaflet might nowadays be 
differently worded.  In light of Dr Stimmler’s evidence, particularly that concerning the 
earlier trials, a Panel could not find proved to the requisite standard that it was a 
misrepresentation to say that the CNEP technique had been shown to be safe.  
 
The suggestion that the two incidents of neck trauma should have brought about a 
revision to the information leaflet was put to Dr Stimmler for his comment. His view was:  
 

“it would not occur to me if I was doing the trial to have mentioned 
it, particularly something that has only happened twice and had 
stopped happening and for which you had thought you had found a 
good solution.”   
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In the light of this evidence, a Panel could not reasonably conclude that the incidents of 
neck trauma dictated the need for revision to the information leaflet. 
 
Allegation 11(d) – Relates to the failure to ensure that every parent had a copy of the 
parent information leaflet. 
 
There is evidence on which a Panel could conclude that parents should routinely have 
been given written information about the trial.  
 
In its reasoning in relation to allegation 11(a) above, the Panel has reviewed at length the 
available evidence from parents and doctors about the consenting process, including the 
availability and provision of written information.  By a process of similar reasoning, a 
Panel could not properly conclude that there was any systemic failure in giving 
information leaflets to parents.  
 
 
Allegation 12 – relates to the scoring system 
 
Allegation 12(b) – That Dr Southall failed to ensure that the scores were allocated 
correctly 
 
You submit that there is no evidence to support the allegation because the system was 
that the data sheets were sent from the hospital to a statistician who then entered them 
onto a graph and into a database.   There is no evidence that Dr Southall failed to ensure 
that they were allocated correctly.   
 
Evidence has been adduced that scores were allocated through completion of a score 
sheet for each baby in the trial by Ms Wright, the clinical nurse specialist.  Evidence has 
also been adduced that, on completion, the score sheets were sent directly to Mr 
Alexander.  No evidence has been adduced that Dr Southall either did see or should have 
seen the score sheets before they were sent to Mr Alexander.  
 
There is evidence on which a Panel could conclude that Dr Southall was a responsible 
investigator in the CNEP trial and as such, he had an obligation to ensure that appropriate 
mechanisms were in place to ensure Ms Wright would be appropriately instructed in the 
allocation of scores and the completion of the score sheets. 
 
In support of this allegation, the GMC rely on three strands of evidence:  
 

First, that the score sheets and data collection sheets for Patients 7 and 14 record 
details of ultrasound scans even though there is nothing within the clinical records 
to indicate that scans had been undertaken.  Dr Stimmler said in evidence that the 
scans themselves might have dropped out of the notes, but he would have expected 
some reference to them in the clinical records.  It is a necessary implication that, if 
scans were not in fact undertaken, Ms Wright either mistakenly or by design made 
inaccurate data entries.  Taking into account once again the lapse of time and the 
risk of missing documentation, a Panel could not reasonably conclude that the 
scans were not in fact done.  Even if they were not, a Panel could not then 
reasonably go on to conclude that this was a managerial failure for which Dr 
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Southall could be held responsible.   
 
Secondly, it is said that Patient 6 was allocated 20 points for having no 
abnormality, an allocation which on the evidence appears to have been made on the 
basis of ultrasound scans undertaken on 22 and 29 December 1992.  No scan 
appears to have been undertaken on Patient 6’s discharge from hospital as the trial 
protocol required.  No Panel could reasonably conclude either that this was other 
than an honest error by Ms Wright or that it was an error for which Dr Southall 
could be held responsible. 
 
Thirdly, evidence has been adduced that an error in scoring was made in respect of 
25 babies who were allocated 40 points for having no brain abnormality when the 
maximum score should have been 20.  The Panel notes that all these errors were 
corrected by Mr Alexander who was responsible for collating the data, which is 
some indication that the scoring system was itself effectively administered.  There 
is accordingly evidence on which a Panel could conclude that Ms Wright 
misunderstood how to score those babies with no brain abnormality.  Proof of the 
allegation in this respect against Dr Southall would depend on evidence that the 
mechanisms for ensuring that Ms Wright would be appropriately instructed were 
inadequate or an inference to that effect.  There has been no direct evidence about 
this.  In all other respects, Ms Wright appears to have allocated scores competently. 
 It is possible that, despite careful instruction, she misunderstood one element of 
what she had to do.  In the circumstances, a Panel could not reasonably draw an 
inference adverse to Dr Southall. 

 
 
Allegation 12(d) – That Dr Southall failed to ensure that there was an appropriate method 
of scoring 
 
There is evidence on which a Panel could conclude that Dr Southall was a responsible 
investigator, that he participated in the design of the scoring system and that he had a 
responsibility to ensure that the method of scoring was appropriate. 
 
Dr Raine told the Panel that the scoring system was developed by six paediatricians, 
including Dr Southall, and the statistician, Mr John Alexander.  The Panel has heard 
evidence that the purpose of the scoring system was to provide information as to when the 
trial should be stopped. The criticism which is made against the system is that five babies 
who died were given higher scores than their paired counterparts who lived. 
 
Both Professor Hutton and Dr Stimmler expressed their concerns at this; indeed Professor 
Hutton’s description of her concern led to her being challenged in cross-examination by 
you that she failed to appreciate the clinical reasoning of the doctors, supported by 
Mr Alexander, for using this scoring system.  The Panel notes however that Professor 
Hutton regards the design of the trial and the scoring system to be good in all other 
respects, certainly for its time and maybe even by today’s standards.  
 
In the Panel’s view, the preference which Professor Hutton and Dr Stimmler may have 
for a different method of scoring has limited relevance, because both agreed that the 
system in place was wholly effective as a tool to ensure that the trial was stopped at the 
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right time.  That being the case, there is no evidence on which a Panel could reasonably 
conclude that the method of scoring was inappropriate to achieve the required statistical 
outcome. 
 
The essential concern expressed by both Professor Hutton and Dr Stimmler was that the 
system was not appropriate on ethical grounds because the parents of dead babies who 
had been given higher scores than live ones could be distressed as a result. The Panel’s 
attention was drawn to the Royal College of Physicians Report published in January 1990 
which says that “it is good practice to inform participants of the outcome of research in 
broad terms…the provisions of the Data Protection Act permit patients to demand to be 
informed about any information relating to them which is kept in any automated record 
system.”  In the Panel’s view, informing participants of the outcome of research in broad 
terms would not include the provision of raw data. Furthermore, a Data Protection Act 
request by one parent would not entitle them to information about their baby’s matched 
pair.  The potential for distress was therefore limited or non-existent. For these reasons, a 
Panel could not reasonably conclude that those responsible in 1990 for ensuring an 
appropriate method of scoring were in any way at fault on ethical grounds for choosing 
the system that they did.  
 
 
Allegation 14 
 
In light of the Panel’s determination in respect of allegations 3, 6, 7, 8, 9, 11 and 12, there 
is no sufficient evidence of any action by Dr Southall which could be found to be 
inappropriate, inadequate, not in the patients’ best interests or likely to bring the medical 
profession into disrepute. 
 
The Panel has concluded that the GMC has not produced sufficient evidence that would 
enable it to be satisfied that the allegations contained in allegations 3(a), 6(a), 6(b), 7(a), 
7(b), 8(a), 8(b), 9(a), 9(b), the stem of 11, 11(a), 11(b), 11(c), 11(d), 12(b), 12(d), 14(a), 
14(b), 14(c) and 14(d) could be proved to the requisite standard.  It has therefore 
determined to accede to your submission under Rule 27(1)(e)(i) as outlined above and 
accordingly, those allegations have now been deleted.  
 
 
SERIOUS PROFESSIONAL MISCONDUCT 
The Panel then went on to consider, under Rule 27(1)(e)(ii), whether in respect of any 
remaining allegations, the facts of which evidence has been adduced or which have been 
admitted are insufficient to support a finding of serious professional misconduct. 
 
The Panel notes that the only allegations that remain as admitted or capable of proof 
contain nothing which could amount to criticism of Dr Southall’s role as a responsible 
investigator in the CNEP trial.  It follows that your submission under Rule 27(1)(e)(ii) is 
upheld. 
 
 
CONCLUSION 
Having upheld your submissions, the Panel finds that Dr Southall is not guilty of serious 
professional misconduct. 
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That concludes this case.  Thank you all very much for your attendance. 
 
 

- - - - - - - - - - - - - - -  
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