
Appendix 3 Ethics documents

Dear Patient 

 
COBRA (Cost and Outcome of BehaviouRal Activation):  

A Randomised Controlled Trial of Behavioural Activation versus Cognitive 
Behavioural Therapy 

 
 
At this surgery we have decided to take part in a research study being co-ordinated 
at SITE DETAILS which may be of interest to you.  A new trial is taking place for 
depression comparing two psychological treatments for depression – Behavioural 
Activation and Cognitive Behavioural Therapy, both explained in the leaflet that 
comes with this letter.  Please take the time to read this and consider if participating 
in this research would be right for you. 
 
As stated in the information sheet, if you are interested in participating in the study 
please complete the “Permission for Researcher to Contact” form and send it 
freepost to the address given. If you have any questions, or are interested in finding 
out more about the study please ring the research team on the number listed.  
 
In the next week or so you may receive a call from the surgery to check that you 
have received this letter and to ask if you are interested.  To help the surgery please 
let the practice know if your telephone number has changed. 
 
If you are certain that you do NOT want to take part in the research you may return 
the slip at the bottom of this letter to the surgery and you will not be contacted again. 
 
Thank you for taking the time to read this letter. 
 
Yours sincerely 
 
Surgery GP’s name 
 
 
---------------------------------------------------------------------------------------------- 

I DO NOT want to take part in this study and DO NOT want a follow-up call 
 
Name: 
 
Signature: 
 
Please return to GP SURGERY ADMINISTRATOR NAME, at  
SURGERY NAME 
(COBRA: (Cost and Outcome of BehaviouRal Activation)  
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COBRA (Cost and Outcome of BehaviouRal Activation): 
A Randomised Controlled Trial of Behavioural Activation (BA) versus Cognitive Behaviour 
Therapy (CBT) 
 

Introduction: 
We are carrying out a trial that looks at two types of psychological therapy used in the 
treatment of depression. We are writing to you because your GP surgery has agreed to 
help us with this by sending information to you after you visited your GP reporting 
symptoms that are experienced by many people with depression.  
 

This letter asks you to consider taking part in the research study and for your permission 
for the researcher to contact you. 
 

What is the treatment that is being tested?  
This study is investigating the effects of two psychological therapies for depression. We 
are interested in whether a relatively simple treatment called ‘Behavioural Activation’ (BA) 
is as effective as ‘Cognitive Behavioural Therapy’ (CBT), which is widely used in the UK. 
Although both treatments are known to be helpful for people with depression we need to 
test to see if BA can be used instead of CBT for some people. We will also be comparing 
how much each treatment costs.  

What will happen to me if I take part?  
We are asking people from a number of different GP surgeries in this area if they would 
like to take part. If you decide you would like to do this, a researcher will interview you to 
see if you are eligible for the study and to explain it in more detail. If you are eligible and 
agree to take part you will receive one of the treatments. Both treatments involve a 
maximum of 20 appointments with a trained therapist over a four month period with 
possibly four more booster sessions later. Once you have been allocated to one of the 
treatments you will also be seen again for follow-up appointments with a researcher at six 
months, 12 months and finally at 18 months to complete a number of questionnaires.  
 

This study is a randomised controlled trial which means that once you have been 
interviewed by a researcher and have decided you would like to take part, the decision 
about which treatment you receive is made totally by chance. Therefore, half of our 
participants will be treated by Behavioural Activation and half by Cognitive Behaviour 
Therapy. What we then do is compare the progress and experiences of patients who 
received each of the two treatments.  
 

Will my taking part in this study be kept confidential?  
All information collected about you during the course of the research will be kept strictly 
confidential.  
 

How do I find out more?  
This is a very short summary about the study, if you would like to find out more you can 
return the ‘Permission for Researcher to Contact’ form at the end of this summary, or call 
the COBRA trial team on local site number. Someone working on the study will then 
contact you with more information about this study and arrange a time to meet you to 
answer any questions that you may have.  
 
Thank you for reading this and for considering taking part in this study
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‘Permission for Researcher to Contact’ Form 
Study Title: COBRA (Cost and Outcome of BehaviouRal Activation): 
A Randomised Controlled Trial of Behavioural Activation versus Cognitive Behaviour 
Therapy 
 

Patient’s GP Surgery name:  
 
I confirm that I have read and understand the summary sheet for the above study 
and I am happy for a researcher to contact me to discuss whether or not I would like 
to take part.  
I understand that my participation is voluntary and that I am free to withdraw at any 
time without giving any reason, without my medical care or legal rights being 
affected.  
 
Name........................................................................................ 
(Please print name)  
 
Address...................................................................................  
 
................................................................................................. 
 
................................................................................................ 
 
Signature..................................................................  
 
Telephone contact details:  
 
Day.................................................................  
 
Evening........................................................... 
 
Mobile...............................................................  
 
Email address................................................................................  
 
Return in enclosed pre-paid envelope to:  
 
Local Site Details 
 
Telephone No:  
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COBRA (Cost and Outcome of BehaviouRal Activation) – A Randomised Controlled Trial of 

Behavioural Activation versus Cognitive Behaviour Therapy 

CONSENT FORM 
 

Please see that the consent form is in two parts, you do not have to sign both parts: 
 
Part 1 on Page 1: 
This is the main consent for your general participation in the study and if you agree to taking part.  
 
Part 2 on Page 2 is optional; you can choose if you wish to take part.  
This is about whether you would agree to being audio/video recorded and being interviewed about 
your experiences of taking part in the study. It also includes a similar section about data collection.    
 

PART 1: MAIN STUDY CONSENT FORM 
 

Site Details: 

 
Please 
initial 
box 

 

1.  I confirm that I have read and understand the information sheet dated 21st May 
2012 (Version 4.0) for the above study and have had the opportunity to ask 
questions. 

 

 

2.  I understand that my participation is voluntary and that I am free to withdraw at 
any time, without giving any reason, without my medical care or legal rights being 
affected. 

 

 

3.  I agree to my GP being informed of my participation in this study and updated 
with information from this study relevant to my medical care. 

 
 

4.  I understand that relevant sections of my medical notes and data collected during 
the study may be looked at by individuals, from regulatory authorities or from the 
NHS Trust, where it is relevant to my taking part in the research. I give permission 
for these individuals to have access to my records. 

 

 

5. I understand that data already collected as part of the research study can be 
retained for up to 20 years, even if I decide to withdraw from the study and that it will 
only be used for this study.  

 

 

6.  I agree to take part in the above study.  
When you have initialled the boxes above, please complete below including the date yourself. 
 
 
 
 

    

Name of Participant (BLOCK CAPITALS)  Date  Signature 
 
I have explained the study to the above patient and he/she has indicated his/her willingness to take part in the 
study. 
 
 

    

Name of Researcher (BLOCK CAPITALS)  Date  Signature 
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COBRA (Cost and Outcome of BehaviouRal Activation) – A Randomised Controlled Trial of 

Behavioural Activation versus Cognitive Behaviour Therapy 
 

PART 2: OPTIONAL CONSENT FORM 
 

Part 2: This section is optional; you can choose if you wish to take part or not and it will not 
affect your participation in the main part of the study.  
This consent form is about whether you would agree to: 

• Being audio/video recorded? 
• Being interviewed about your experiences of taking part in the study? 
• The data from one or both of the above in the optional consent being 

retained? 
• Non-identifiable data being shared for the purposes of health research only 

Please only initial the boxes that you wish to consent to, thank you. 
 
Site Details 

 Please only 
initial the 

boxes that 
apply 

 

1. I am willing to have some of my sessions with the health worker audio or 
video tape recorded and reviewed by experts in the UK and the US for 
research purposes only. 
 

 

 
2. I am willing to be interviewed about my experiences of taking part in the 

study and for this interview to be audio or video recorded for research 
purposes only. 
 

 

 
3. I agree to the data collected for this additional part of the above study 

being retained for up to 20 years, even if I decide to withdraw from the 
study and that it will only be used for this study.  
 

 

4. I agree to my data from this study being shared with other health 
researchers after my personal identifying information has been removed. I 
understand that it will only be used towards improving health outcomes by 
assessing the types of treatment that I have agreed to participate in for the 
main study. 
 

 

 

5. I agree to this additional part of the above study and consent only for the 
sections where I have clearly initialled in the boxes. 
 

 

 
     
Name of Participant (BLOCK CAPITALS)  Date  Signature 
 

I have explained the additional part of study to the above patient and he/she has indicated which parts apply. 
 
 

    

Name of Researcher (BLOCK CAPITALS)  Date  Signature 
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