[image: image2.jpg]<<» /2

\:: A
()
® T
oo "B ©





Participant Information sheet (version 2 – 26/4/11): Patient (BPD) Version
The Edinburgh Emotional Symptoms Study
You are being invited to take part in a research study. Before you decide whether to take part, 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. Please 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.

What is the purpose of the study?
Some people experience difficulties with emotion regulation. This can cause them considerable distress. However little is known about the cause of these difficulties. This study aims to understand more about the basis of such symptoms.
Why have I been asked to take part?
You have been asked to take part because we understand that you have seen a doctor or nurse for mental health difficulties in the past which have included difficulties with emotion regulation. We hope to learn more about the causes of these difficulties by comparing your results with those of people who have not had these problems.
Do I have to take part?
It is up to you to decide whether or not to take part. Please take as much time as you would like to read this information sheet in order to decide whether or not you would like to take part. If you do want to take part you will be asked to sign the consent form. If you do agree to take part you are still free to withdraw at any time and without giving a reason. A decision to withdraw at any time, or a decision not to take part, will not affect your treatment.

What will happen to me if I take part?
If you agree to take part, we would like to speak with you in person to ask you about your general mental health and to get some background information. We will also ask you to complete some short questionnaires about yourself and about events that have happened in your life including your childhood. This will all take about an hour. We would then like you to do some short tests on a computer. These will include tests of memory and planning and tests of your ability to recognise expressions in faces. These tests will take about an hour in total. 
We will also take a sample of your blood or saliva for genetic testing. The blood or saliva test will take only a couple of minutes. We will remove around 2 teaspoons of blood or a small sample of saliva. The sample will be used to look at your genetic make up (your DNA) and how it is expressed and modified by experience. This information is kept strictly confidential. The samples will be stored for a period of up to 30 years after which they will be destroyed. As we learn more about genetics and the brain, we would be able to re-use your samples for further tests without asking you to give another sample. Any such study using your sample will be subject to a separate ethical review. Although your data is kept strictly confidential, we do occasionally share information or samples with other University and academic collaborators. Information that could be used to identify you will however be removed to ensure that your identity remains private. The genetic information we collect will be used for research into mental health and you will not receive any results personally. This is because these results are only useful in combination with other groups of people.
In addition we may offer you the opportunity to undergo a scan of your brain. This part of the study takes about an hour. The brain scan involves taking pictures of your brain whilst we show you pictures or writing on a screen. The brain scanner is quite noisy and the space inside is quite small. However if you do not like it you are free to stop at any time. If you are taking part in the brain scanning part of the study we will also ask you for 3 saliva samples. These will allow us to measure stress hormone levels which may affect the brain. Not everyone will be asked to undergo a brain scan as part of the study.

After you have completed the research we may write to the Information Services Division of the NHS in Scotland to find out if there were any problems with your birth and early development. This involves sending them your name, date of birth and town of birth. They will then send us a confidential summary of any problems that affected you during your birth or shortly afterwards. 

All the information collected will be kept in the strictest of confidence by the study investigators, who are bound by the same duty of confidentiality as all medically qualified personnel. Information you submit to the study will not be passed to other professionals involved in your care, unless you request this or there is a significant risk of harm to yourself or others. The interview usually takes place in the Division of Psychiatry in Morningside, although the researchers can visit you in your home or at another address if you prefer. 
What do I have to do?
If you decide to take part we will arrange an appointment for you to come for the research. Please let us know by contacting us on 0131 537 6313, by email (Jeremy.hall@ed.ac.uk or Merrick.Pope@nhslothian.scot.nhs.uk) or in writing using the address at the end of this document.

What are the possible disadvantages and risks of taking part?

The research will take up to half a day of your time. You will be asked questions about your mental health (e.g. whether you have ever felt depressed) and you may find some of the questions quite personal. Some people may find the blood test slightly uncomfortable, but no more so than similar routine tests taken by your own doctor. If you are unable to give a blood sample we can take a saliva sample instead. The brain scanner is quite noisy, and occasionally people can suffer from claustrophobia in the scanner. However if you find the scanner uncomfortable you are free to get out at any time.

Rarely the interviews or assessments may identify an underlying medical condition which you did not previously know about. If this happens we will inform you and your GP and if necessary we will refer you to a suitable specialist.
The study investigators will be happy to provide any necessary support as required during or after the study (contact details given below). 

What are the possible benefits of taking part?
The aim of the study is to get information that may help us to better understand the causes of some mental health problems. This will not have any immediate impact on your treatment but may benefit others in the future. Rarely we may identify an underlying medical condition (for example on a brain scan), which may be treatable. If this happens we will inform you and your GP and will refer you to a suitable specialist. 
What happens when the research study stops?
At the end of the research we will arrange a meeting to present the results to the people who took part and to give you the chance to ask questions in person. If you would prefer to speak to the principal investigator individually about the study, or not to receive any further information at all, we will of course respect your wishes.

What if something goes wrong?
If you are harmed by taking part in this research project, there are no special compensation arrangements. If you are harmed due to someone’s negligence, then you may have grounds for a legal action but you may have to pay for it.  Regardless of this, if you wish to complain, or have any concerns about any aspect of the way you have been approached or treated during the course of this study, the normal National Health Service complaints mechanisms should be available to you and you may also complain to the University of Edinburgh College of Medicine and Veterinary Medicine.

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. Any information about you will have your name and address removed as soon as possible so that you cannot be recognised from it. However, if you agree, your own GP will be notified of your participation in the study. Limited information will be kept on record so that we can get back in touch with you later if necessary. 

What will happen to the results of the research study?
We will eventually write up the results from the study as a publication. This will probably be in a specialist medical journal, although we occasionally inform mental health charities of our results. The organisations who sponsor the research will also ask for a report of our findings. However, your personal details will not appear in any report or publication arising from the research.

Who is organising and funding the research?
The main financial sponsor is the Chief Scientist Office of Scotland. However, The UK Medical Research Council, Wellcome Trust, University of Edinburgh and other funding organisations also provide support for some aspects of the research.

The study investigators are not paid anything for including you in the study, other than their ordinary salary.

Who has reviewed the study?
The study has been reviewed by the Ethics Committee and by senior members of staff within the University of Edinburgh. 

Contact for Further Information
You should feel free to think about taking part for as long as you want. Should you wish to speak to someone about the study, you can speak to the study investigators (Dr Jeremy Hall, Tel: 0131 537 6313 and Nurse Specialist Merrick Pope Tel: 0131 537 6390) or Professor Cunningham-Owens who is independent and not involved with the study in any way. He may be contacted on 0131 537 6000.

Many thanks for your consideration
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Dr Jeremy Hall

Division of Psychiatry, Edinburgh University, 
Kennedy Tower, Royal Edinburgh Hospital, EH10 5HF

Tel: 0131 537 6313

Email: jeremy.hall@ed.ac.uk
Nurse Specialist Merrick Pope

Mackinnon House, Royal Edinburgh Hospital

Tel: 0131 537 6390

Email: Merrick.Pope@nhslothian.scot.nhs.uk
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