
                                      

    

 

PARTICIPANT INFORMATION SHEET 

IMAGINATOR: functional imagery training for self-harm in young people 

Chief Investigator: Dr Martina Di Simplicio; REC Ref: 16/LO/1311 

We would like to invite you to take part in our research study. Before you decide whether to 
take part or not, it is important for you to understand why we are doing this research and what 
it will involve for you. One of our team will go through this information sheet with you and 
answer any questions you may have. 

Please take the time to read this information sheet carefully and discuss it with friends, relatives 
and your doctors if you wish. If there is anything you do not understand, or if you would like 
more information, please ask us. 

Section 1 of this sheet describes the project and what it will involve if you decide to take part.  
Section 2 contains more information about the conduct of the study such as confidentiality.  
Please read both sections before you decide whether to participate or not. 
 

Section 1 

What is the purpose of IMAGINATOR? 

Self-harm is something which affects around 15% of all young people in the UK. In Cambridge, 
we see a higher than average rate of admission to A&E as a result of self-harm compared to the 
rest of the UK. 

There aren’t many treatment options for self-harm and those available most often involve 
indirect treatment by addressing any underlying mental health problem. This approach can be 
lengthy and does not benefit everyone. It also does not take into account the fact that many 
people who self-harm are not in treatment for mental health problems and therefore receive no 
support. Further, sometimes the beneficial effects that we see in treatment, do not last as long as 
we might hope and people go back to self-harming again. 

The IMAGINATOR study aims to investigate an intervention specifically for self-harm regardless 
of whether someone has a diagnosable mental health problem. We also make use of a novel and 
specially designed app which means that the techniques to reduce symptoms which are learnt 
in therapy can be used after the therapy has finished with assistance from the app. 

Our new intervention uses ‘functional imagery training’, literally a training for people to develop 
and use functional (that is, helpful) mental images. Mental imagery is the process of picturing 
something in the mind. Imagining something makes it more likely to act and our intervention 
may help people to imagine more positive behaviours as an alternative to self-harm when 
dealing with distressing emotions. 
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Do I have to take part? 

No, it is up to you to decide whether or not to take part. If you do, you will be given this 
information sheet to keep and will be asked to sign a consent form. You are still free to 
withdraw at any time and without giving a reason, and without your medical care or legal rights 
being affected. 

 

Why have I been invited? 

For this study we are looking for up to40 participants who experience self-harm across different 
locations in Cambridgeshire. You have been given this Patient Information Sheet because 
someone who knows you experience self-harm thinks this therapy might be beneficial to you 
and you have given them permission to pass on your details; or because you have contacted us 
yourself after seeing advertisement of the study. 

You can take part if:  

 You are aged 16 – 25 years old  

 You have experienced self-harm at least twice in the last three months and would like 
help to try reduce this 

 You are interested and willing to attend 2 weekly therapy sessions and to use a 
smartphone app to help you practise what you have learned in therapy, and complete 
some questionnaires over six months  

 You are willing for us to contact your GP about your participation in the study or should 
we have any concerns for your safety  

However, you will not be able to take part in this study, if: 

 You also have a severe substance or alcohol misuse, which will be assessed by one of the 
researchers involved in the study 

 You are currently very unwell (for example very suicidal), which will be also assessed 
by one of the researchers involved in the study 

 You don’t want to use mental imagery or an app for treatment 

 You are taking part in another study on treatment for self-harm 

 You are currently already supported by the CPFT Personality Disorders Pathway or the 
CPFT Crisis Resolution and Home Treatment Team 

 You do not speak English fluently 

 

What will happen to me if I take part? 

Baseline Screening Visit 

If you decide to take part in the study, you will first be invited to attend a Baseline Screening 
Visit. The study will be explained to you in detail and if you are interested you will be asked to 
sign a Consent Form. Then you will be asked questions about your present and past experiences 
of self-harm and other symptoms such as mood swings, anxiety etc. by a trained clinical 
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researcher. You will also be asked personal information such as if you’ve had contact with 
mental health workers or the police. This information will all be kept confidential. We will only 
disclose this to other people (for example your GP or care team) if something you tell us makes 
us believe you may be at risk of harm towards yourself or somebody else. This would be 
discussed with you first. (Please see risk and benefits section for more details).  

Based on the interview it will be decided and discussed with you if you can take part in the 
study. If it is decided that you are suitable for the study, your first therapy session will be 
booked in (see Intervention). If it is decided that you are not suitable for the study, you will 
receive information material about other options and places where you can receive support. 
Throughout the screening visit you will be able to take regular breaks if you need to.  

We will also ask you if you are interested in being contacted for future similar studies in the 
future. 

 

Immediate and Delayed intervention 

There are two groups in the study: those who receive the new treatment immediately after the 
Baseline Screening Visit (“Immediate intervention”), and those who wait for 3 months while 
receiving standard care, and only get the new treatment after 3 months (“Delayed 
intervention”). This allows us testing if the new treatment is worth doing by comparing it to the 
standard care people usually receive. This means that if you take part in the study you may only 
get the therapy and the app after 3 months of waiting. A computer-based program picks at 
random who will get the treatment immediately or after 3 months.  

 

Intervention: functional imagery training 

Functional imagery training (FIT) consists of 2 weekly sessions of 1.5 hours each.  

In the first session, you will review together with your therapist what usually happens when 
you self-harm and what would be the advantages of doing something else instead. This will 
include remembering times when you dealt with distress without self-harming, and imagining 
the good things that you would experience in the future if you didn’t self-harm.  

In the second session, you will develop a plan for an alternative behaviour to test out when you 
feel distressed instead of self-harming. Once a plan is outlined in all details you will train to 
practice the plan by using mental imagery. Imagining the new plan may help you feel ready, feel 
the benefits of it and increase motivation. Practising imagining positive vivid images may 
encourage you to put the image of an alternative behaviour in action.  

Finally the therapist will introduce you to the app Imaginator, and how you can use the app to 
keep practicing the helpful images at home. If at any point during the FIT sessions you disclose 
something that makes us believe you may be at risk of harm towards yourself or somebody else, 
we would have to inform other people for example your GP or care team. This would be 
discussed with you first. (Please see risk and benefits section for more details) 

During the duration of the FIT therapy, your therapist will have access to your clinical records 
to record your participation in the therapy sessions.  

 

Follow up and the Imaginator app 
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In the week after the second session, you will receive a 30 mins phone call to discuss what is 
working and what needs improving in your functional imagery training. Then, you will receive 
another 4 phone calls every fortnight over the following three months. These calls will focus on 
how you can make best use of the app Imaginator to support your functional imagery training 
and help reduce self-harm.  

After 3 months and after 6 months, we will also ask you to complete some questionnaires 
online, which will enable us to measure if the functional imagery training is helping. The 
website is set up so that you may take breaks if you wish, without the system timing out. You 
will be sent reminders to complete the questionnaires, and we will also call you to ask you some 
final questions over the phone. We will also check your Emergency Department records to 
assess the number of times you may have gone to the Emergency Department following an 
episode of self-harm.  

 

 

Risks and Benefits 

In the baseline screening interview and questionnaires, as well as during therapy sessions, we 
would be asking you questions about any current and past difficulties you have experienced 
related to self-harm and to your general mental health. This includes your thoughts and feelings 
during times of distress. Some people might find this upsetting. If you did find this upsetting you 
may stop the study at any time without having to give a reason, and you will not have to answer 
any questions that you do not want to. However, the majority of therapy studies have found that 
people generally find it helpful to talk about difficult experiences in their life when it is for a 
clear purpose. In this case, the purpose is to help you develop new ways of coping with distress 
and to measure if these work, so that they could be used for other people in the future. 
Moreover, any potentially distressing questions will always be asked in a supportive way by 
well-trained clinicians and researchers. 

Some individuals find it difficult and tiring to concentrate when filling in questionnaires. During 
our assessments we would encourage you to take breaks to try and make this easier, and you 
could also choose to stop the study at any time.  

If you are selected to be in the group receiving the intervention after 3 months, waiting might be 
annoying or distressing. Unfortunately, we cannot avoid this, but we will give you some 
information about other support that you can get while waiting. 

Before taking part in the study we will ask you to provide us with the name and contact details 
of your GP and a mental health professional involved in your care (if you have one) that we will 
keep informed of your therapy, so that they can better support you in the future. We would also 
make contact with them if: 

1) it was judged that you or someone else was at current risk of serious harm (this is a very 
rare circumstance). 

2) you were found to be acutely unwell and in need of urgent care that cannot be offered by 
our therapy. This is because the IMAGINATOR study therapists cannot take care of 
emergency situations.  

All information that you share with us is confidential. We will only have to share this 
information in the case of having serious concern about: (a) your safety; (b) the safety of other 
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persons who may be endangered by your behaviour; or (c) the health, welfare or safety of 
children or vulnerable adults. This means that we will disclose the information only to either 
“prevent serious harm to you or others” or “in the public interest where that information can be 
used to prevent, detect, or prosecute, a serious crime” (disclosure statement, from the British 
Psychology Society Code of Ethics and Conduct and NHS Confidentiality Code of Practice, Public 
Interest Disclosures). We will check that you are happy with this and ask you to consent to this 
disclosure statement before starting with the study.  

It is possible that information arising from the baseline screening visit suggests that the 
IMAGINATOR study may not be a helpful way forwards for you. In such cases we would discuss 
this with you other available support and we hope that we can find a way to make your 
involvement in the study useful for you.  

 

The benefits of taking part in this study are that you may be offered individualised therapy 
tailored for self-harm in young people, and an app to support the therapy. You will have the 
opportunity to learn and understand more about how mental images can help overcome 
distress and impact on positive feelings and behaviours. You will also collaborate on the 
development of a new psychological intervention for self-harm, which could benefit you and 
possibly many other young people in the future.  

 

Expenses and payments 

If you take part in this study, you will be reimbursed for any travel cost and time spent for the 
baseline screening visit (at 6£/hour) and for completing the online outcome assessments (not 
for the therapy sessions).  

  

What if there is a problem? 

The Medical Research Council (MRC) has arrangements in place to provide for harm arising 
from participation in the study for which the MRC is the Research Sponsor. 

If you wish to complain about any aspect of the way in which you have been approached or 
treated during the course of this study, you should contact Dr Martina Di Simplicio or Professor 
Emily Holmes on imaginator@mrc-cbu.cam.ac.uk. 

You can also contact The Patient Advice and Liaison Service (PALS) that provides service users, 
their carers and families with help, information and support to resolve concerns quickly and 
efficiently around mental health issues. In Cambridge the free phone number is 0800 376 0775 
or 01223 726773-4, and there is a confidential e-mail service at pals@cpft.nhs.uk 

 

Will my taking part in the study be kept confidential? 

Yes. We will follow ethical and legal practice and all information about you will be handled in 
confidence. The details are included in Section 2. 
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If the information in Section 1 has interested you and you are considering participation, please 
read the additional information in Section 2 before making any decision. 

 

Section 2 

What will happen if I don’t want to carry on with the study? 

You can withdraw from this study at any time, without explanation, and without your medical 
care being affected. 

Will my taking part in the study be kept confidential? 

Yes, all the information about your participation in this study will be kept confidential. The only 
exception applies for contact between us, your GP and other mental health practitioners 
involved in your care, who will be updated on our therapy as per routine practice. They will also 
be contacted if at any point during the study we need to ensure that your health and safety is 
guaranteed and maintained.  

Once your participation in the study is completed, scores and results on the questionnaires will 
be coded with a participant number and no personal information will be attached to the data. 
Data will be stored on a MRC computer for 10 years, including digital recordings and interview 
transcriptions in anonymised password protected files. Personal details will be stored 
separately in a locked filing cabinet and only named researchers will have access to this data. 
Responsible members of the MRC or the NHS Trust may be given access to data for monitoring 
of the study to ensure we are complying with regulations. Results from the study will be made 
available to other researchers but only through a protected database after removing all 
information that identifies individuals.  

The overall results of the study may also be published in scientific journals. This may include 
direct quotes of something that you have told us in the interviews and therapy sessions that we 
will record during the study. However the quotes will be anonymised and chosen to make sure 
that they could not identify you in any way. All personal data will remain confidential, and no 
data relating to individual participants will be published. 

 

What will happen to the results of the research study? 

The results of this study may be published in a scientific journal. However, no information, 
which could be used to identify any individual participant, will be published. If you are 
interested in finding out about the results of this research, please let us know, and we will make 
arrangements to inform you once the study is completed. 

 

Who is organising and funding the research?   

The UK Medical Research Council sponsors the study. The CLAHRC East of England and UK 
Medical Research Council fund the study. The researchers are not being paid specifically for 
including you in this study. 

 

Who has reviewed the study?  
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All medical research conducted in the UK must be approved by a Research Ethics Council who 
examine the ethical and scientific justifications for the study. This research has been approved 
by the REC London-Bromley – 16/LO/1311 

 

What are the next steps? 

If you have decided that you do want to take part in the study, the researcher who has given you 
this Patient Information Sheet will ask you to sign a Consent Form. 

Contact for further information. 

If you have any further questions about this research, please contact Elizabeth Appiah-Kusi: 
(01223) 273745 or Elizabeth.appiah-kusi@mrc-cbu.cam.ac.uk 

 

Thank you for taking the time to read this information sheet and considering whether to take part 
in this research. 

 

 

 

 

 

 

This research is funded by the National Institute of Health Research (NIHR) Collaboration for 
Leadership in Applied Health Research and Care East of England Programme (CLAHRC EoE).  
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