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Study title 

Imagery Based Emotion Regulation for Bipolar Disorder  

Berkshire B REC Reference: 18/SC/0164; IRAS Reference 240881 

 

 

We would like you to consider taking part in a research study. Before you decide it is important for you 

to understand why the research is being done and what it will involve. Please take time to read the 

following information carefully and discuss it with others if you wish. Ask us if there is anything that is 

not clear or if you would like more information. Take time to decide whether or not you wish to take 

part. 

 

 

Why is the study being done?  

Currently, psychological therapy for bipolar disorder does not produce as good an outcome as it does 

for most other diagnoses. Our team have developed a new psychological intervention for bipolar 

disorder, called Imagery Based Emotion Regulation (IBER). IBER is a form of cognitive behaviour 

therapy (CBT), and is specifically aimed at helping people deal with the anxiety that often occurs in 

people who suffer from bipolar disorder. It may also help with depression, mania and relapse 

prevention. Early results are promising, but we need to do further research. We plan to recruit sixty 

people to take part in this study. This will help us decide whether an even larger study should be done, 

and how we should do it. This final study will tell us whether IBER should be used throughout the 

NHS. If you agree to take part, your involvement would last for 8 months, although the total duration of 

the study is 2 years.  

 

Why have I been given this information? 

You may have seen some information and approached us to find out further information about the 

study. Or, if you are current receiving NHS care and have a keyworker, they may have informed us that 

you have a diagnosis of bipolar disorder, and think you might be troubled by anxiety. At this point we 

have no other information about you. We will not access any further information without your consent. 

 

Do I have to take part? 

No, you do not have to take part. If you do decide to take part you will be given this information sheet 

to keep and you will be asked to sign a consent form. However, you can leave the study at any time and 

you do not have to give a reason. If you do not want to take part, or do start the study but then decide to 

withdraw, this will not affect any other part of your current or future NHS care. 

 

What will happen to me if I take part?  

If you are interested in taking part we will first need to obtain your consent. This will involve going 

through the study in more detail and checking that you understand what is involved. You will get the 

chance to ask questions, and then have at least 48 hours to think it over, before making your decision. 

Part of giving consent involves giving us permission to tell your GP and consultant that you are taking 

part in the study. You will also need to be living at a fixed address in order to be eligible for the study. 

 



 

 

If you consent to take part in the study we will then check your health records and conduct a short 

assessment to make sure you are suitable for the study. This will involve completing a short 

questionnaire which assesses your current level of anxiety. It may be that your current anxiety is low 

and that the intervention would not be useful for you. If that is the case, but you are still interested in 

receiving some form of treatment, then we will discuss this further with yourself and your keyworker. 

 

If you are suitable for the study, you will then be asked to complete some further assessments. These 

assessments involve questionnaires and a clinical interview. We will also be doing a quick check on 

your mood, on a daily basis, for a period of 28-days in a row. We will collect data via an on-line 

system that you can access on your computer or smartphone, or we can collect data through face 

to face meetings or via the telephone if you prefer. Our researchers will access your health records in 

order to help them assess the level of health services you have recently been receiving. You need to 

have been able to complete all these assessments, including at least 23 of the 28 daily measures of 

your mood, in order to be eligible for the study. 

 

You will then be randomly allocated to one of two groups. You will either carry on with your usual 

treatment, or be offered IBER in addition to your usual treatment. You will, therefore, have a one in two 

chance of receiving IBER. If you do not get offered IBER in this study, this will not prevent you from 

accessing any other treatments.  

 

IBER involves weekly or fortnightly one-to-one meetings, with up to 12 sessions to be completed 

within 4 months. Whether or not you receive IBER, we will meet with you to carry out the assessments 

at the start of the study, after 4-months and finally at 8-months. We will pay you £10 to cover your time 

and travel expenses for each of these three assessments. 

 

You will only be able to take part in this study if you are able to provide informed consent. That is, you 

are able to fully understand the study, and any advantages and disadvantages of taking part. If you lose 

the ability to provide informed consent at any stage during the study, for any reason, then we will stop 

your involvement. We will, however, continue to use the data collected before this point. We will ask 

you for your consent to do this at the beginning of the trial.  

 

What do I have to do?  

If you want to take part in the study, you will need to attend the appointments for giving consent, doing 

the assessments and, if you are offered IBER, to attend the treatment sessions. We will make these 

appointments at a time and place that suits you. 

 

What are the disadvantages and risks of taking part? 

If you receive IBER this may involve discussing some bits of your life that you may find upsetting. You 

will be free to stop any of these discussions whenever you wish, whether it is part of the assessment or 

treatment. If you become distressed during assessments we will help you get extra support from your 

care team, if that seems appropriate. If you become distressed during a therapy session, your therapist 

will attend to this immediately. If you become distressed after an assessment or therapy session, you 

will have the contact details of members of our research team who will help you gain appropriate 

support. 

 

What are the possible benefits of taking part? 

We hope IBER proves to he helpful. However, this cannot be guaranteed. The information we get from 



 

 

this study may help us to treat patients with similar problems better in the future. 

 

What if new information becomes available?  

If new information becomes available about the help you are receiving your therapist will discuss this 

with you.  

 

What happens when the research study stops? 

If you are in agreement, the therapist will pass on information to your key worker about things you have 

found helpful or unhelpful during the sessions. 

 

Will my taking part be kept confidential?  

All the information which is collected about you during the course of the research will be kept strictly 

confidential and will conform to the General Data Protection Regulation 2018 with respect to data 

collection, storage and destruction.  This will include the information we collect on the help you receive 

from different sources by accessing your service records held by the Local authority, the NHS, the 

criminal justice system and other institutions. Any information about you which leaves NHS premises 

will have your name and address removed so that you cannot be identified. With your permission, your 

GP will be notified that you are taking part in the study, along with your key worker and medical 

consultant. However, unless there is information which puts you or others at serious risk of harm, 

information collected in the trial will not be fed back or exchanged without your consent.  

 

We will ask for your consent to record the assessments with the research worker and the sessions with 

the therapist. These recordings are used in our own supervision, and may also be used in more research 

by our team, aimed at understanding how IBER works. You do not have to agree to having the 

sessions recorded to be in the study. Also, if you do agree, you can change your mind at any time, 

and still be in the study. 

 

What will happen to the results of the research study ? 

We aim to publish the results of the study in a scientific journal. We will also make the results available 

to all participants. We do not expect the results to be available until after the end of the trial (2020).  

 

Who is organising and funding the research? 

This study is funded by the National Institute of Health Research. It is organised by the Berkshire NHS 

Foundation Trust, the University of Reading, Devon Partnership Foundation Trust and the University of 

Exeter, 

 

Who has reviewed the study? 

The study was given a favourable ethical opinion for conduct by the Berkshire B Research Ethics 

Committee and the University of Reading Research Ethics Committee. 

 

Contact for further information 

If you require further information about the study you may contact one of the following people: 

 

To discuss issues specific to this research project:  

Dr Craig Steel, University of Reading. 0118 378 7550. 

 

If you would like to discuss with someone independent the possibility of being involved with research 



 

 

you can call Trevor Lyalle (Patient Advice & Liaison Service) 0118 9605027. 

 

Thank you for taking time to read this information and for considering taking part in the study. 

 

You will be given a copy of this information sheet and a copy of the signed consent form to keep.  

  


