Version 2 (6th March 2009)
Cognitive Behaviour Therapy for Body Dysmorphic Disorder


INFORMATION SHEET

We would like to invite you to take part in a research study. Before you decide you need to understand why the research is being done and what it would involve for you. Please take time to read the following information carefully. Talk to others about the study if you wish. (Part 1 tells you the purpose of this study and what will happen to you if you take part. Part 2 gives you more detailed information about the conduct of the study).  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. 
Thank you for reading this.  
Part 1

1. What is the purpose of the study?

The aims of the study are to compare the effectiveness of two psychological treatments based on cognitive behaviour therapy (CBT).  The treatment lasts up to 12 weeks and there is a follow up period for up to a year.  

2. Why have I been chosen?

You have been chosen because you have been diagnosed with Body Dysmorphic Disorder (BDD). 

3. Do I have to take part?

No, it is up to you to decide. We will describe the study and go through this information sheet, which we will then give to you. If you agree to take part, we will then ask you to sign a consent form to show you have agreed to take part. You are free to withdraw at any time, without giving a reason. This would not affect the standard of care you receive. 

4. What will happen to me if I decide to take part?

Sometimes we don’t know which way of treating patients is best. To find out, we need to compare different treatments. We put people into groups and give each group a different treatment. The results are compared to see if one is better. To try to make sure the groups are the same to start with, each patient is put into a group by chance (randomly). In this study, you will be randomly allocated to one of two groups and receive treatment over a period of 12 weeks.  You have 50% chance of being in either one of the treatments. The treatment involves seeing a therapist once a week for 12 weeks making a maximum of 16 sessions (as you might see the therapist twice a week for the first 4 sessions). One of the treatments will require you to have 3 follow up sessions at 1 and 3 months and at 1 year. During therapy, you will learn certain skills to practice in your everyday life. The therapy may be discontinued at an earlier stage if you recover before 12 sessions are reached. If you are allocated to the treatment that is not effective at 12 weeks, then you have the option of being treated with the other treatment that you were not allocated to. You will be asked to complete certain questionnaires about your body image, mood and other health related measures. 

It is possible that you may experience some distress during the therapy.  This is a very normal part of therapy.   The therapist is experienced in managing this distress and will work with you during the session to help you get benefit from it.  The therapist will be there to support you throughout treatment and you will be given their telephone number and email address if you need extra emotional support between sessions.  

5. What do I have to do?

There are no restrictions to your lifestyle but you will have homework or skills to practice, between sessions for both treatment groups. You will still be eligible for the study if are taking an antidepressant but only if the dose has been stable for 12 weeks and there are no plans to increase the dose during the duration of the trial. 

6. What treatments are being tested? 

The two psychological treatments are based upon cognitive behaviour therapy but have different emphases. One treatment emphasises learning to cope with stressful situations and the other to change the way you think about yourself. They both require you to see a therapist and to learn certain skills to practice between the sessions. 

7. What are the alternatives for treatment?

The only recognized alternative treatment for BDD is anti-depressant medication (that is a drug which has a strong serotonergic action). 

8. What are the side effects of taking part?

There are no long-term side effects of taking part in the treatment. The only short term side effect is the time lost in attending treatment sessions each week and seeing the researcher for the assessments.  

9. What are the possible disadvantages or risks of taking part? 

We are not aware of any disadvantages from taking part. If one of the psychological treatments is not effective after 12 weeks, then you will be offered the alternative psychological treatment. This is probably shorter than a waiting list that most mental health teams can offer for this treatment.  

10. What are the possible benefits of taking part?

We cannot promise the study will help you but the information we get from this study will help improve the treatment of people with BDD. This study may benefit you in helping you to recover. BDD is a difficult condition to treat but the therapist is experienced in the treatment of BDD. The study will help to establish the most effective psychological treatment for BDD. This will help to reduce the time and money wasted on ineffective treatments.  

11. What if there is a problem? 

Any complaint about the way you have been dealt with during the study or any possible harm you might suffer will be addressed. The detailed information on this is given in Part 2.
12. What happens when the research study stops? 

The treatment lasts for the period of 12 weeks and be followed up for up to a year later. If you require further treatment then you may also be referred to a local mental health team. 

13. Will my taking part in this 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 Part 2. 

This completes part I. 

If the information in Part 1 has interested you and you are considering participation, please read the additional information in Part 2 before making any decision.
PART 2 

1. What if new information becomes available? 

We will tell you about any new information relating to the treatment and discuss with you whether you should continue in the study in light of the new information. If you decide not to carry on or if we think you should withdraw from the study, we will make arrangements for your care to continue. If you decide to continue in the study we may ask you to sign an updated consent form. 
2. What will happen if I don’t want to carry on with the study?
You can withdraw from the treatment at any time without giving a reason and without your current care being affected.  We would really appreciate it if you could keep in contact with us to let us know your progress. Information collected that does not identify you may still be used.
3. What happens if something goes wrong?

If you have a concern about any aspect of this study, you should ask to speak to Dr Veale who will do their best to answer your questions (see contact details below). Complaints about treatment should be discussed first with your therapist.  If you remain unhappy and wish to complain formally, you can do this through the NHS Complaints mechanism. Details can be obtained from the hospital.
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 a legal action for compensation against the South London and Maudsley Trust but you may have to pay your legal costs.
4. What will happen to the results of the research study?

The result of the research will be published in journals and publicised in the media and user conferences. You may request a copy of the paper and to know which arm of the study you were in.  We will also provide a summary sheet of the findings for participants and you can request a copy of this, if you wish. 

 You will not be identified in any report or publication arising from the research. 

5. Will my taking part in this study be kept confidential?

All information which is collected about you during the course of the research will be kept strictly confidential, and any information about you which leaves the hospital/surgery will have your name and address removed so that you cannot be recognised (if it is applicable to your research). 
We would like to inform your GP that you are taking part in the study, but we will ask your consent before we do this. 
6. Who is funding the research?

The research is being funded by the Biomedical Research Centre for all necessary expenses such as the salary of the therapist.

7. Who has reviewed the study?

The study has been reviewed by the Institute of Psychiatry/South London and Maudsley Research Ethics Committee.
Contact for Further Information

For further information, please do not hesitate to contact Ana Costa or David Veale:-

By email:
ana.costa@kcl.ac.uk or David.Veale@iop.kcl.ac.uk
By post:
Centre for Anxiety Disorders and Trauma



The Maudsley Hospital 



99 Denmark Hill



London SE5 8AZ 

By telephone: For Ana: 020 3228 3212 



    For David: 020 3228 3461
You will be given a copy of the information sheet and a signed consent form to keep. 

Thank you for considering taking part in the study.

To Service Users


We would like to invite you to take part in a study.


For further information, please read the following information sheet.
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