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Behavioural Activation for Bipolar Depression (BA-BD): 
A Case Series 

 
Participant Information Sheet 

 
My name is Dr Kim Wright and I am looking at a psychological therapy for people with 
bipolar depression. This project is being carried out in Devon, with the University of Exeter.  
 
Up to 12 people with bipolar disorder who are currently experiencing depression will take 
part in the study. They will complete regular questionnaires and interviews.  
 
I would like to invite you to take part in this research. However, before you decide whether 
or not you would like to take part we would like you to understand why the research is 
being done and what it would involve for you. Please read this information sheet carefully. If 
you are interested in participating or you have any questions please contact me on the 
number given at the end of this document. Before you give your consent to take part (if you 
decide to do so) one of our team will go through the information sheet with you and answer 
any questions you might have. Please do talk to others about the study if you wish. 
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Part One: Main Details about the Study 
 

The purpose of the study 
 
The majority of people with bipolar disorder experience depression at some point in their 
lives. Most of the research that has looked at psychological therapies for depression has 
been carried out with people with “unipolar” depression (in other words, people who 
experience depression but never mania or hypomania). As a result, whilst we have some 
effective therapies for depression, we do not yet know if all of the most widely-used ones 
are suitable for people with bipolar depression. Knowing this might – in the long run - give 
greater choice to people with bipolar depression in terms of the therapy they have, and may 
also help the health service to make it easier for people to access an effective therapy. 
 
One such therapy is called Behavioural Activation (BA). BA is an established approach for 
people with unipolar depression. It helps people to re-establish healthier patterns of 
activity, but so far there is very little research into offering BA to people with bipolar 
depression. 
 
Now we plan to run a small study to see if BA seems sensible and worthwhile to people with 
bipolar depression, and to help us to make any necessary improvements to the established 
approach. The results of this study will not give the final answer on how effective BA is for 
people with bipolar depression, but is a step towards planning for a larger study that can 
answer this question. 
 

Your choice whether or not to take part 
 
It is up to you to decide whether or not to take part. If you do decide to take part you will be 
given this information sheet to keep and be asked to sign a consent form. You will be free to 
withdraw at any time up to the end of your final assessment for the study. You do not have 
to give a reason. A decision to withdraw at any time, or a decision not to take part, will not 
affect whether you receive other forms of treatment within the NHS, the standard of care 
you receive, or your opportunity to participate in future research. Information that you have 
provided up until the point of withdrawal will still be included in the study, unless you ask 
for it to be retracted, in which case we will do so wherever possible. 
 

What taking part involves 
 
Stage 1: finding out if the study is right for you  

Once you have had time to read this information sheet we speak with you on the phone to 
check that the study seems right for you, after you have returned the “Consent to 
Telephone Screening Call” form to us. 
  
If it looks likely from this that the study is right for you, and you would like to proceed, we 
will invite you to attend a face to face meeting with one of our team, for around one and a 
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half hours. At the appointment the researcher will go through this information sheet with 
you and – if you are willing – invite you to complete the study consent form. He / she will 
then carry out an assessment, including talking about your current and past mood states. 
The purpose of this part of the meeting is to give you the chance to find out more about the 
study and to help you and the researcher decide if the study would be appropriate for you. 
If the study is appropriate for you and you wish to go ahead we will ask you to complete 
some further questionnaires (either during the meeting or at home), asking about how you 
generally feel, think and act. 
 
If you are not eligible to take part in the study the research team will advise you about other 
sources of support that are available in the NHS. You will also have the option to be 
recontacted by the research team if your eligibility is likely to change during the time that 
the study is still open. 
 
Stage 2: the study period 

Because we want to see how people are feeling before and after the therapy, once you have 
entered the trial you will have a wait of between 3 and 8 weeks until you start therapy. The 
length of wait will be determined at random and the researchers will not be able to choose 
the length of your wait. Over this time you will be asked to complete weekly measures 
about how you are feeling. You will also be asked to complete these during therapy and for 
three months afterwards. 
 
The therapy programme involves attending up to 20 individual therapy sessions of 
Behavioural Activation that has been adapted for bipolar depression (BA-BD), plus a 
“booster” session three months later. Each session last around 50 minutes. More details 
about the programme are given in part 2 of this information sheet. 
 
Questionnaires, your feedback and research assessments: 
You will be asked to complete a set of 11-12 questionnaires (including about your current 
mood and experiences) before, during and after your treatment. These can be done at 
home in your own time if you prefer; most of them should only take between 1 and 5 
minutes, but two of the measures are slightly longer and could take around 20 minutes 
each. You will also be asked about any recent significant events that have occurred, such as 
any medical treatment that you have received; this should only take 1-2 minutes.  
 
In addition to this, there are three short questionnaires that you will be asked to complete 
weekly, which together will take around 7 minutes to complete. 
 
At the end of therapy you will be invited to take part in a more detailed interview with a 
member of our research team about your experiences of the study. This will last around 1 
hour. If you are invited to do this you will receive an information sheet and consent form 
about this particular part of the study nearer the time. 
 
In total you will be in the study for up to around 9 months, unless you choose to leave 
earlier. At the end of this sheet is an illustration of a participant’s journey through the study, 
to show what happens when. 
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Audio-recording 
At the start of the study you will be asked whether you would be willing for research and 
therapy sessions to be audio recorded. This is to allow us to check that research and therapy 
sessions are being conducted as they should be (in other words, to maintain a high quality 
of these sessions) and to meet some of the research aims of the study (for example, to 
develop tools to assess the quality of the therapy that is being delivered by the therapists). 
 
If you agree to sessions being recorded you will have the option of your recordings being 
used only for this study, for additional research studies in which the research team are 
involved, and for training purposes. You do not have to agree to all or any of these, and you 
can change your mind in either direction at any point. 
 

Part Two: The BA-BD Programme 
 

What does the therapy programme involve? 
 
Up to 20 individual therapy sessions of Behavioural Activation for bipolar depression (BA-
BD). These will take place at the AccEPT service, University of Exeter. Each session will last 
around 50 minutes, and home practices will be given between sessions. There is an 
additional “booster” session three months after the therapy finishes.  

 
Behavioural Activation is an established talking therapy for people with depression. It is 
based on the idea that when we are depressed it is harder to do the things that generally 
make us feel good, confident and engaged in life. Doing less of these things can, in turn, 
make us feel even worse. Therefore BA involves gradually, and with the support of the 
therapist, getting back in to the daily things that help your mood, and possibly even making 
some changes to your life to make it feel more rewarding or manageable. 
 

What if relevant new information about this therapy becomes available? 
 
Sometimes we get new information about the treatment being studied. If this happens, one 
of the therapists will tell you and discuss whether you should continue in the study. If you 
decide not to carry on, we will discuss alternative options with you and your referring 
clinician. If the study is stopped for any other reason, we will tell you and work with local 
services to identify alternative care wherever possible. 
 

What happens when the research study stops? 
 
When the research study stops you will continue to receive your usual NHS care. We would 
advise that you talk with your mental health care team or your family doctor (GP) if at this 
point you would like to pursue further psychological therapy. If you have said you would like 
one you will receive a summary of the findings of the study once the entire study is 
complete. 
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Part Three: Further Supporting Information 
 

Will my taking part in this study be kept confidential? 
 
All information that is collected as part of this research project will be kept confidential 
within the research team. Confidentiality will be broken only in exceptional circumstances, 
for example if it is felt by the researcher or therapist that you or someone else may be at 
immediate risk. In such circumstances it may be necessary for us to inform another 
person(s), for example your GP, but as far as possible we will do this in discussion with you. 
 
The information you provide for the research study (for example, questionnaires) will be 
stored securely and will not be labelled with your identity: you will be assigned a participant 
identification number so that the research team can link your identity with the information 
you provide. A separate record will be kept of your name and contact details. Information 
held on a computer (including research and therapy audio-recordings) will be stored on the 
secure network hosted by the University of Exeter. Other researchers will only have access 
to this information in an anonymised form. Research and therapy audio-recordings will only 
be available to members of the research team, unless you have given consent for them to 
be used for other purposes (such as for research in other projects involving members of the 
research team, or in training of clinicians). Transcription of interviews may be conducted by 
external members of the research team: these individuals will sign a confidentiality 
agreement with the sponsor. You can change your mind about the making and use of 
recordings at any time. 
 
All original copies of research information and recordings, including identifiable data, will be 
retained for 7 years; after this, anonymised electronic records of the data will be kept until 
20 years after the end of the study and then destroyed securely. An anonymised database of 
information collected in the research may be accessed by other researchers. Access to this 
database will be controlled by the Chief Investigator (Kim Wright) and it will not be possible 
to identify you from the data it contains. 
 
It will not be possible to identify you from the report that we produce about the findings of 
the study. This may include quotations from interviews (such as comments about the 
experience of being in the programme) but these will not identify individuals. The report of 
the research will be available to members of the public including the other participants in 
the study (to whom we will also send a summary of the research findings if requested).  
 
If you take part in the study, you will be referred to the AccEPT Service, University of Exeter, 
in order to receive your therapy there. Information collected about you during your time 
with the AccEPT service, including therapy recordings, will be treated in accordance with the 
service protocols concerning care of patients and data protection. Some of the information 
you provide during your treatment will be shared with members of the study team for 
research purposes, including weekly measures of mood that you are asked to complete, 
number of sessions you attended, and therapy audio recordings as described previously. It is 
important that your therapist is aware of some of the information you give to the 
researcher at your initial research assessment meeting, as this will be relevant to your 
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clinical care. Therefore once you have been referred to the AccEPT Service, the research 
team will pass to your therapist the information you have told them about your current and 
past patterns of mood, and how this affects your current situation. The AccEPT team will 
also liaise with your G.P. and / or mental health team as they usually would in order to 
request referral information and to inform them that you are receiving care in the service 
and once you have been discharged. 
 
If you join the study some parts of your medical records from the AccEPT Service, and the 
data collected for the study, may be looked at by authorised people (from the National 
Research Ethics Service or the local NHS Research and Development Service) to check that 
the study is being carried out correctly. All will have a duty of confidentiality to you as a 
research participant and we will do our best to meet this duty. 

 

Are there any benefits of taking part? 
 
Although we cannot guarantee any specific treatment benefits, the small number of studies 
of BA for people with bipolar depression, and our own clinical experience, suggests that this 
may be a helpful approach. BA is also an established and recommended treatment for 
unipolar depression. 
 
In addition, participating in this study could aid future research in to whether BA-BD could 
be a feasible and acceptable treatment to offer on a larger scale in the U.K, thus providing 
an alternative treatment option for people with bipolar depression. 
 
Taking part in the study will also involve some monitoring of your mood: you are welcome 
to receive a summary of the information you provide over the study period if you wish. 
 

Are there any possible disadvantages or risks of taking part? 
 
Receiving a therapy that is in development 
If you take part in this study you will receive a therapy programme based on Behavioural 
Activation (BA). BA is a standard recommended therapy for some groups of people, but not 
presently for individuals with bipolar depression. This is because there is very little research 
looking at whether this approach is helpful for people with bipolar depression. The small 
number of studies that have been done have had favourable results, but more research is 
needed, hence the need for this study. Nevertheless, in everyday clinical care BA is 
sometimes used with people with Bipolar Disorder, both in the U.K. and abroad. We do not 
anticipate that this therapy programme will place you at any more risk than you would face 
if you attended other therapeutic programmes. Our therapists work hard to create a 
welcoming, supportive and safe environment to be, including understandings about 
protecting confidentiality. Naturally some of the material that is discussed during therapy 
sessions will be emotional in content and you may experience a range of feelings as you go 
through the therapy programme, however this reflects the experience of most psychological 
therapy programmes in the health service. 
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Being allocated at random to a wait period of 3 to 8 weeks 
In order to look at how people feel for a period before and after therapy, and to allow us to 
better separate the effect of starting therapy from the mere passage of time, it is common 
in studies like this for people to be asked to start therapy after different lengths of time 
following entering the study. In this study, you will wait between 3 and 8 weeks to start 
therapy and this will be determined at random. It is important to make this random so that 
the researchers cannot influence who starts when, and thus influence the results.  
 
The period of waiting (of between 3-8 weeks) reflects standard waiting times within the 
AccEPT Service, which aims to see the majority of people within six weeks of being referred, 
and everybody within 12 weeks. It also compares favourably to usual wait times for 
psychological therapy for individuals with Bipolar Disorder locally. You will be told how long 
you will wait before therapy starts once you have been referred to the AccEPT service 
(which happens soon after you enter the study). It is important that you know that you can 
access your usual care from the NHS throughout the waiting period and beyond, and that 
being involved in this study does not prevent you from taking up any other support 
(including psychological therapy) should you choose to, at any point. 
 
Being asked some questions about potentially sensitive topics 
Some of the questionnaires you will complete as part of the research study ask about 
personal and sensitive areas (such as your current and past mood, and your typical patterns 
of thinking and acting). In our experience people have different experiences of completing 
these sorts of questionnaires, including finding them distressing, interesting, frustrating or 
helpful. You are free to decide not to answer any question at any time, and you may also 
contact the researchers if there are parts of the questionnaires, or your reaction to them, 
that you would like to discuss. Some of the questionnaire sets include a number of 
measures and can take a while to complete, however as you complete most of the 
questionnaires in your own time you can do them in as many sittings as you wish. 
 
Insurance 
Before participating in this research you should consider whether it affects any insurance 
that you have (e.g. private medical insurance, life insurance) and take advice if necessary. 
 

Will my GP (family doctor) be informed that I am taking part? 
 
If you take part in this study we would inform your family doctor / GP that you are taking 
part in this research study and that you have thus been referred to the AccEPT service to 
receive BA-BD: it is our standard practice to involve GPs in this way, so that they are aware 
of what care you are receiving and can take this into account in their work with you. The 
therapists will liaise with your GP in the way they normally would (for example, to let your 
GP know you have finished the therapy). In addition, your regular care team and / or your 
GP may be asked to send information relevant to your current and previous care to the 
AccEPT service to support your treatment there, as per usual clinical practice. Information 
that you share with researchers as part of the research assessments will be shared with 
them only in exceptional circumstances, such as a report that you or somebody else is at 
significant risk. 
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Are expenses covered? 
 
You will not receive any payments for taking part, however we will reimburse you for travel 
expenses to research appointments. We are not able to reimburse travel to and from 
therapy sessions. 
 

What are my alternatives for treatment? 
 

If you do not take part in this study we would advise you to talk to your clinical care team 
about the treatment and support options that might be available to you locally.  
 

What will happen if I don’t want to carry on with the study? 
 
You are free to leave the study at any point without it affecting the general standard of care 
you receive in the health service, or your access to other treatments. If you do decide that 
you no longer wish to take part we will use the information you have provided up until that 
point in evaluating the study, unless you tell us otherwise. If you decide not to continue with 
the treatment, we will assume you are willing to continue with the research assessments 
unless you tell us otherwise. Similarly, you may choose not to take part in the research 
assessments but stay in the treatment, however some of the assessments (the weekly 
questionnaires) are an important part of the treatment and we would encourage you to 
continue to complete these. If you remain in the therapy programme we will continue to 
use the information you provide in these measures in our research evaluation of the 
therapy, unless you tell us otherwise.  
 

What if there is a problem? 
 
If you have a concern about any aspect of this study you should ask to speak to the 
researchers, who will do their best to answer your questions, on 01392 726101. If you 
remain unhappy and wish to complain formally, you can contact the chairperson of the 
University of Exeter Department of Psychology Research Ethics Committee (Lisa Leaver, 
01392 724641), or the study sponsor from the University of Exeter (Pam Baxter, 01392 
723588). If your complaint concerns the NHS service that you are receiving treatment 
through you should let them know that you would like to make a complaint through their 
usual complaints process. 
 
In the event that something does go wrong and you are harmed during the research and this 
is due to someone‘s negligence then you may have grounds for legal action for 
compensation against the University of Exeter, but you may have to pay your legal costs.  

 

What will happen to the results of the study? 
 
The researchers aim to publish the work in an academic journal and to report the findings at 
academic/clinical conferences. We will also give all patient participants who request one a 
summary of the results of the research, and will give this summary to the organisations who 



    

 

9 
BA-BD PIS (v1.4 16/08/18) IRAS: 237525 

assisted with advertising our study. Generally our research is reported on the University of 
Exeter Mood Disorders Centre website at: http://www.centres.ex.ac.uk/mood. Findings may 
also be shared in publications for non-academic audiences including relevant voluntary 
sector newsletters/magazines. Your identity will not be revealed in any report or 
publication. 
 
The longer term aim of this research is to inform a larger, future trial of the programme that 
will be able to say whether or not this therapy approach would be a helpful and affordable 
addition to the care that is currently available in the NHS. 

 

Who is organising and funding the research? 
 
The research sponsor is the University of Exeter. The researchers will not obtain any 
payment for conducting this research above their usual salaries. 

 

Who has reviewed the study? 
 
All research in the NHS is looked at by an independent group of people, called a Research 
Ethics Committee, to protect your interests. This study has been reviewed and given 
favourable opinion by South West – Bristol Research Ethics Committee. 
 

Contact for further information 
 
If you would like any independent advice about participating in research you can contact 
Exeter PALS (the local Patient Advice and Liaison Service) at rde-tr.PALS@nhs.net or on 
01392 402093, or INVOLVE at www.invo.org.uk/ 
 
If you have any further questions please contact the trial researcher, Emily Widnall, on 
01392 726101. You may also contact the Chief Investigator, Dr Kim Wright, at 
K.A.Wright@exeter.ac.uk or on 01392 725227. 
 

Contact for complaints 
 

If you have a concern about any aspect of this study and wish to complain formally you can 
contact Pam Baxter from the Research Ethics and Governance team on 01392 723588, or at 
the following address: 
 
Research Ethics and Governance Office 
University of Exeter 
Lafrowda House 
St Germans Road 
Exeter 
Devon 
EX4 6TL 
 
 

http://www.centres.ex.ac.uk/mood
mailto:rde-tr.PALS@nhs.net
http://www.invo.org.uk/
mailto:K.A.Wright@exeter.ac.uk
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Diagram showing the typical journey through the study: 
 

 

 
 
 
 
 
 
 
 
 
 
  

Meet in person with a member of 
the research team for a research 
assessment meeting to discuss 

the study further 

Attend the BA for BD programme (up to 20 
individual sessions on an approximately 

weekly basis) and a booster session 3 
months after the end of therapy; complete 

regular questionnaires 

After treatment ends: 
Complete the last research questionnaires (3 
weeks after therapy ends); you will also be 
invited to take part in a separate interview 

about experience of the study. 
At this point you have completed your 

involvement in the study. 
 
 
 
 

If the study is suitable for you and you want to go ahead we will take 
your consent to participate. You will then be given a wait time before 

starting therapy of 3-8 weeks, which is decided at random 

Before the study: 
If you give the research team permission 

to contact you they will ring you for a 
screening call 

Once the whole study has been completed by 
the research team: 

If you have opted to, we will send you a report 
of the findings. 


