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Mr Till Bruckner 
xxxxxxxxxxxxxxxxxxxxxxx@xxxxxxxxxxxxxx.xxx 
 
 

8 June 2018 

Dear Mr Bruckner, 
 
Freedom of Information Request Reference FOI-1131687 
 
Thank you for your request dated 8 May in which you asked the Department of Health and Social 
Care (DHSC):  
 
“Dear Department of Health and Social Care, 
 according to a recently published study, the National Institute for Health Research (NIHR) 
conducts audits of compliance with NIHR policies/requirements on clinical trial registration and 
reporting. However, the same study notes that the audit results are not made publicly available. 
 Background: 
 https://www.transparimed.org/single-post/2018/05/08/Governments-fail-to-curb-research-waste-in-
publicly-funded-clinical-trials---new-study 
 Questions: 
 1. How many audits of clinical trial registration and/or reporting has NIHR conducted since 
January 2012? Please state the total number of audits, plus the title and date of each audit report. 
 2. Please provide a copy of the latest audit report on clinical trial registration and/or reporting. 
 3. Please provide a copy of the full data set underlying the latest audit report on clinical trial 
registration and/or reporting, including line-by-line audit results for each clinical trial. 
 4. Please provide the date on which NIHR plans to complete its next audit report on clinical trial 
registration and/or reporting.” 
   
Your request has been handled under the Freedom of Information Act (FOIA). 
 
Question 1: 
How many audits of clinical trial registration and/or reporting has NIHR conducted since 
January 2012? Please state the total number of audits, plus the title and date of each audit 
report. 
 
I can confirm that the Department holds information relevant to your request. 
 
However, as the information held by the Department is in the public domain, we will under Section 
21 of the FOI Act (information accessible to the applicant by other means) refer you to the 
published source.   
 



NIHR has conducted a number of published analysis through its Research on Research 
programme.   
 
Five of these studies (since 2012) are of particular relevance: 
Chinnery F, Young A, Goodman J, Ashton-Key M, Milne R. Time to publication for NIHR HTA 
programme-funded research: a cohort study. BMJ Open 2013;3 
http://bmjopen.bmj.com/cgi/content/full/bmjopen-2013-004121 
 
Raftery J, Fairbank E, Douet L, Dent L, Price A, Milne R, Walley T. Registration of non-commercial 
randomised clinical trials: the feasibility of using trial registries to monitor the number of trials. Trials 
2012; 13(140). www.trialsjournal.com/content/13/1/140 
 
Raftery J, Young A, Stanton L, Milne R, Cook A, Turner D, et al. Clinical trial metadata: defining 
and extracting metadata on the design, conduct, results and costs of 125 randomised clinical trials 
funded by the National Institute for Health Research Health Technology Assessment programme. 
Health Technol Assess 2015;19(11) http://www.journalslibrary.nihr.ac.uk/hta/volume-19/issue-
11#abstract 
 
Douet L, Milne R, Anstee S, Habens F, Young A, Wright D. The completeness of intervention 
descriptions in published National Institute of Health Research HTA-funded trials: a cross-sectional 
study. British Medical Journal 2014;4 http://bmjopen.bmj.com/content/4/1/e003713.abstract 
Turner S, Wright D, Maeso R, Cook A, Milne R. Publication rate for funded studies from a major 
UK health research funder: a cohort study. BMJ Open 2013;3. 
http://bmjopen.bmj.com/content/3/5/e002521.full 
 
NIHR are also aware of other independent published audits of NIHR’s practice and performance;  
 
Boutron, I., Ravaud, P., Graham, I., Korevaar, D., Bossuyt, P., Nasser, M., Chalmers, I., Glasziou, 
P. and Moher, D. (2016). Increasing value and reducing waste in biomedical research: Who's 
listening?. The Lancet, 387(10027), pp.1573-1586. 
 
Chalmers, I., Glasziou, P. and Godlee, F. (2013). All trials must be registered and the results 
published. BMJ, 346(jan09 2), pp.f105-f105. 
DeVito, N., French, L. and Goldacre, B. (2018). Noncommercial Funders’ Policies on Trial 
Registration, Access to Summary Results, and Individual Patient Data Availability. JAMA, 319(16), 
p.1721. 
 
Hanney, S. and González-Block, M. (2017). Building health research systems: WHO is generating 
global perspectives, and who’s celebrating national successes?. 
Nasser, M., Clarke, M., Chalmers, I., Brurberg, K., Nykvist, H., Lund, H. and Glasziou, P. (2017). 
What are funders doing to minimise waste in research?. 
 
Ross, J., Mulvey, G., Hines, E., Nissen, S. and Krumholz, H. (2009). Trial Publication after 
Registration in ClinicalTrials.Gov: A Cross-Sectional Analysis. PLoS Medicine, 6(9), p.e1000144. 
 
 
Question 2: 
Please provide a copy of the latest audit report on clinical trial registration and/or reporting. 
 
DHSC does not hold this information as NIHR does not collect data in the format requested. 
 
Question 3: 
Please provide a copy of the full data set underlying the latest audit report on clinical trial 
registration and/or reporting, including line-by-line audit results for each clinical trial. 
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DHSC does not hold this information as NIHR does not collect data in the format requested. 
 
Question 4: 
Please provide the date on which NIHR plans to complete its next audit report on clinical 
trial registration and/or reporting. 
 
DHSC does not hold the information as NIHR does not collect data in the format requested. 
 
The majority of NIHR audit activities are completed as part of routine management of projects and 
fellowships, by NIHR Coordinating Centre rather than via a formal NIHR wide audit. It is our 
expectation that practice will continue.  
 
Specifically, clinical trial registration and reporting is monitored by the NIHR coordinating centres, 
as part of their contractual obligations to manage NIHR funded research. NIHR Coordinating 
Centres actively monitor funded project delivery which will include aspects of trial registration and 
reporting, to ensure that, as is set out in NIHR contractual arrangements, the results of all trials 
funded by NIHR are made publicly available. There are a number of routes by which NIHR makes 
the results of trials publicly available. Please see https://www.nihr.ac.uk/about-us/documents/pillar-
4-identifying-research.pdf for a summary of NIHR’s approach. 
 
If you are not satisfied with the handling of your request, you have the right to appeal by asking for 
an internal review. This should be submitted within two months of the date of receipt of the 
response to your original letter and should be addressed to the address at the top of this letter, or 
the email address at the end of this letter. 
   
Please remember to quote the reference number above in any future communications.  
 
If you are not content with the outcome of your internal review, you may complain directly to the 
Information Commissioner (ICO) who may decide to investigate your concerns. Generally, the ICO 
cannot make a decision unless you have already appealed our original response, and received our 
internal review response.   The ICO will not usually investigate concerns where there has been an 
undue delay in bringing it to their attention. You should raise your concerns with them within three 
months of your last meaningful contact with us. 
The ICO can be contacted at:  
   
The Information Commissioner's Office  
Wycliffe House 
Water Lane  
Wilmslow 
Cheshire  
SK9 5AF  
 
https://ico.org.uk/concerns/ 
 
 
Yours sincerely, 
 
Edward Franklyn 
Freedom of Information Officer 
E  xxxxxxxxxxxxxxxxxxxx@xx.xxx.xxx.xx 
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