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COMPARING THE EFFECTIVENESS OF DIFFERENT TREATMENTS IN REDUCING DISSOCIATIVE SEIZURE OCCURRENCE

(LREC LO/13/1595)

PARTICIPANT INFORMATION SHEET 

You are being invited to take part in a research study.  Here is information to help you decide. 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.  Do please take time to decide whether or not you wish to take part.
1. What is the purpose of the study?

We are undertaking a study to look at treatment for dissociative seizures. You should already have received a leaflet called 'What are dissociative seizures' which explains more about what these are. Please let the psychiatrist who saw you recently or the research worker who has contacted you know if you did not receive this leaflet. 
We are undertaking a study to look at treatment for dissociative seizures. We wish to compare a ‘talking treatment’ known as Cognitive Behavioural Therapy (CBT) with the care people receive from their medical doctors. We wish to find out whether CBT is more effective in helping people control their seizures and improve their feeling of well-being and quality of life, as well as reduce how much hospital and other care they might need, than is the standard medical care that people receive from their neurologist / epilepsy specialist and / or from a psychiatrist. In this study Cognitive Behavioural Therapy – also known as CBT- will be provided by a therapist who knows about dissociative seizures and about many of the problems faced by people with dissociative seizures. CBT will involve helping people to try to identify features in their everyday life which may be making it likely that they will have more seizures. CBT will attempt to help them to deal with these factors. It will also address a range of other issues that may have contributed to these seizures starting or that mean that they keep on happening.
At present we don’t have enough evidence to tell us whether CBT is really any more effective for people with dissociative seizures than simply continuing to be seen by your regular neurologist/epilepsy specialist and/or by a psychiatrist. Indeed, it may be that when we compare these different types of treatment in our study we find that neither treatment is better than the other. Both might be equally effective, or we might find that talking to a health professional, either a therapist or a doctor, could make no difference to the seizures. This is why we need to carry out what is called a randomised controlled trial as we cannot say in advance whether people with dissociative seizures will do better if they receive one treatment rather than the other. 
2. What do you mean by ‘a randomised controlled trial’?

This means that people agreeing to take part in this trial are allocated at random – i.e. randomly- using a computer - to one of two groups, Group A or Group B. This is like the result of tossing a coin to decide which treatment you will get. We have to decide at random because this is the only way to compare the treatments fairly. This means you won’t know what treatment you will get until after you have decided to take part in the study and completed an interview and some questionnaires.

People who get allocated to Group A will receive the CBT treatment (as well as seeing their neurologist/epilepsy specialist and /or psychiatrist). People in Group B will continue to receive their normal medical care from their epilepsy specialist / neurologist and/or psychiatrist.  After the two group’s health and seizures have been compared, then if it is still felt that people in Group B might benefit from receiving CBT, they will be referred to services that can provide this treatment. 
As we don’t currently know if CBT is any more helpful to patients than the medical and psychiatric care that they might already be receiving from the NHS, a randomised controlled trial is the most exact and fair way for us to see how helpful CBT is in helping people with dissociative seizures. Each year thousands of people take part in randomised trials. 
3. Why have I been invited to take part?

We are contacting you because we know that you were given a diagnosis of dissociative seizures by a neurologist and that your seizures have not settled yet. In addition to this, we are inviting people who are aged 18 or older, who we believe would be willing to continue to complete seizure diaries and questionnaires, have provided seizure frequency data since they received their diagnosis of dissociative seizures, would be willing to attend weekly/fortnightly sessions if randomised to CBT and who can read, speak and understand English well enough to take part in the study without needing an interpreter. We are also inviting people who do not currently also experience epileptic seizures and who don’t have drug and alcohol problems. 
We are inviting you because we believe that you fit this description.
4. Do I have to take part?
No. It is up to you to decide whether or not to take part. If you are interested in taking part then you will be given the opportunity to discuss the trial with a research nurse and/or with a member of our research team who will be helping to run the study for us.

If you do decide to take part you will be given this information sheet to keep and we will ask you to sign a consent form. If you decide to take part, you are still free to withdraw at any time and without giving a reason.  If you decide to stop taking part at any time, or decide not to take part at all, this will not affect the standard of care you receive now or in the future. No new information would be collected from you. However, any information that had already been collected would be kept by the study team. 
5. What will happen to me if I take part?
If you decide to take part then a research worker or nurse will arrange to meet with you at a time that is convenient for you. At the appointment the research worker or nurse will explain the study to you in more detail and answer ay questions that you may have. You will be given another copy of this Information Sheet to keep and will be asked to sign a consent form. 
The research worker will then ask you to continue to complete diaries relating to the occurrence of the different types of your seizures.  The study’s research worker will go through how to do this with you. We will ask you to keep these detailed records throughout the study. The research worker will be in contact with you regularly, every couple of weeks, to obtain information on how many seizures you are having and answer any questions you may have. 

The researcher will also complete a further interview with you about any psychological difficulties that you may have and also ask you to complete a number of questionnaires. In total this will take about 1.5 hours.

You will then be randomly assigned to either Group A, where you will receive the CBT treatment (and also see your neurologist/epilepsy specialist and/or psychiatrist as they think is necessary) or to Group B where you will only continue to see your neurologist/epilepsy specialist and/or psychiatrist as often as they think is necessary.

The randomisation will be done by someone who does not know you and who is not directly involved in the study. This randomisation is done to make sure that not every person in the study ends up receiving the same treatment. The randomisation also means that no-one can predict in advance the group to which you will be allocated, in case this in any way affects what you or we expect to be the outcome of the study.

5a. What will happen to me if I am put into Group A?

If you are put into Group A (the CBT treatment), this will involve you coming to an out-patient clinic for 12 sessions with a CBT therapist (who is a trained therapist). These sessions will generally be held weekly or fortnightly. The CBT will involve a range of activities designed to try to help you reduce how often you have your seizures and we will ask you to keep careful records of all the seizures you have during the study. The therapist will want to make a confidential sound recording of the sessions so that they can use this in supervision with another experienced therapist and so we can see how well the therapy was delivered. The therapy will be rated by trained independent raters who will listen to a percentage of the sessions, without knowing your identity. After the treatment has ended, the therapist will offer you a further “booster” session after about 3 months to see how you have been getting on since the end of treatment.

At the end of the treatment we will ask you how beneficial you felt the treatment was and how satisfied you were with it. We will ask your CBT therapist (if you were allocated to the CBT group) how much you were helped by the CBT and we also ask your doctor to tell us whether you are better, whether or not you were in the CBT group.  
You will continue to see your medical epilepsy specialist whenever he or she feels this is suitable for your care.  We will however need to know how times this has occurred. 

5b. What will happen to me if I am put into Group B?

If you are assigned to Group B, you will see your neurologist/epilepsy specialist and / or psychiatrist as often as they think is needed. We will ask you to carry on keeping records of how often you have your seizures and our research worker will stay in touch with you to help you keep these records.

Whichever group you are allocated to, on two more occasions, (6 and 12 months after the randomisation has taken place) we will ask you to fill in several questionnaires again about your seizures, your mood and your quality of life. We will also ask you to fill in a questionnaire about your use of medication, hospital visits and other use of health services. The questionnaires will take about an hour in total to complete on each occasion. We will send you the questionnaires at 6 months by post to complete at home. We will give you a stamped addressed envelope in which to return them to us. We will telephone you to check that you have received these, offer you any help you may need to complete them and also to ask you some questions about your health. If we do not receive the questionnaires back from you we will contact you again to remind you to send them back or answer some questions over the phone. If necessary we may arrange to meet you in person at the hospital or at your home to complete these. At 12 months after the randomisation took place we would like to see you in person to complete the questionnaires, and will arrange this at a time to suit you. If this is difficult for you, we may either post them to you and provide you with a return envelope, or ask you the questions over the phone.
We will also ask to obtain centrally held records of hospital attendances as we are interested in comparing patterns of hospital use in people having the different treatments in this study.
We would also like someone who knows you well, such a relative/other person who lives with you or knows you very well, to tell us about what happens to your dissociative seizures during the study. This is because in a study such as this one it can help to get an impression of how well treatments work, from someone else’s point of view. We will only contact someone with your clear permission and it would be helpful if you could tell us now who the person would be for us to contact about this. If you do not have someone who can give us this information or if you would prefer not to ask someone to do this we will, of course, respect your wishes.
We may also ask you to take part in an interview about your experiences of the treatment you have received and how it did or did not help you. We will also be interested in whether there were factors that made it difficult for you to take part in the treatment. This interview will be arranged at a time and place to suit you. It will be up to you whether you take part in the interview. If you do, the interview will be audio-recorded so that the person doing the interview has a good record of your conversation and so that they can then listen to it afterwards and type out the interview. This will help them look for similar ideas that are expressed by people who are taking part in these interviews. You will not be identified in any accounts we then produce of the topics raised by people. Any quotations that we do use will not identify you. The recordings of the interviews themselves will then be erased to preserve your confidentiality
With your permission, we will write to your GP to let him/her know that you are taking part in this study.

6. What do I have to do?
If you decide to take part in the study, we will be asking you to continue to keep records of your seizures and then, depending on the group to which you are randomised, either attend a series of 12 sessions with a CBT Therapist as well as your medical doctors or simply continue to see your medical doctors when they think you should. In either case we will ask you to continue to keep detailed records of your seizures and fill in questionnaires.  

7. How long will I be in the study?

If you agree to take part in the trial and to be randomised either to Group A or to Group B, you will then be in the study for about 12 months after the randomisation has taken place.
8. What are the possible disadvantages and risks of taking part?
If you are allocated to Group A (the CBT group) we will ask you to attend 12 sessions of CBT (occurring at a rate of about 1 session each week) in an out-patient clinic, and a further session about 9 months after you were allocated to the CBT, which requires a time commitment.  Irrespective of the group to which you are randomised we will ask you to keep detailed records of your seizures and also complete questionnaires, which will also take some of your time. 
When people are seen by a psychiatrist, attend CBT (if you are allocated to this Group) and fill in some of the questionnaires, they may end up thinking and talking more about their feelings and about things that have happened to them as well as  about their seizures. For some people, this may be upsetting. Psychiatrists and CBT therapists are used to helping people in distress so if this happens to you, they may be able to help you manage these feelings. You can, however, withdraw from the study or stop filling in a questionnaire at any time. You would not need to give a reason for doing so and this will not affect the quality of medical care you receive.
The main disadvantage to you of taking part in the additional interview would be the time necessary to take part in the interview. We will aim to arrange the appointment at another time that suits you best. We will offer you up to £25 towards your travel for this interview or can visit you at home to undertake this if you prefer, or maybe even do this over the phone.

If, as a result of taking part in the study or answering the questionnaires, you become concerned about your feelings you can talk to your GP. You can of course also raise this with the medical specialists (or CBT Therapist) you are seeing as part of the study, and we would welcome you doing this.
9. What are the possible benefits of taking part?
By taking part in the study you will help us understand more about treatments that are effective in helping people with dissociative seizures.  We cannot be sure at this stage which of the two treatments we are comparing will help the most. We hope, however, that you will also get some helpful information during the study about your condition.
If you do take part, your will neurologist/epilepsy specialist and/or psychiatrist will continue to see you when they think this is needed, even if you are allocated to the group of people who receive the CBT treatment condition. 
10. Are there any restrictions on what I can do?

There will be no restrictions on your diet or lifestyle during the study. The doctors you see will make any changes to your medication that they feel are necessary for you.

11. Expenses

Whichever group you are allocated to, we will offer you up to a maximum £25 towards your travel for each visit to the hospital/out-patient clinic that is necessary either as part of attending the CBT or completing the questionnaires. However, if you take time off work to attend the study appointments we cannot pay you or your employer for this. 

We will also give you a shopping voucher as a ‘thank you’ for completing the questionnaires at 6 months and at 12 months. This will be to thank you for your time and effort in doing this.

12. 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. The research workers who contact you will need to keep your contact details at their university research sites but only for the purposes of contacting you about arranging to see you or to send you questionnaires. This information will be securely stored and destroyed after the study. Any other information about you will have your name and address removed so that you cannot be recognised from it. We will not identify you in our computers or publications by name, and will only refer to you by participant number, which will be used in place of your name on any future publications. All information will be stored on password protected computers and paperwork will be stored securely in locked university offices. Your participation will have no influence on your medical care.  

We will keep the recordings that we make of the CBT sessions on secure computers until they have been rated at the end of the study by two independent raters (who will be looking at the overall quality of the therapy given in the study). These recordings will then be safely disposed of to preserve your anonymity. We will also keep securely the recordings of the detailed interviews that we will undertake with some people, until they have been transcribed (i.e. written out in full) and then we will disposed of these securely. These accounts of the conversations will not identify you in any way.
If you take part in this randomised controlled trial, we will ask if we can use your (English) NHS number or your (Scottish) CHI to register you with the (English) Office for National Statistics, the NHS Wales Informatics Service or the (Scottish) Information and Statistics Division. Having this NHS or CHI number will help us contact you, perhaps through your GP, if you move house during our study. We will also ask these organisations to provide us with information about your hospital attendances for the six months before the study and for the last six months of the study so we can see if the pattern changes. 
With your permission we would want to inform your GP that you are taking part in the study and see your medical file. We would also need to inform your GP or other professionals if one of the health professionals or research workers in the study became concerned about your well-being or about the implications of what you tell us for someone else’s well-being. We would of course discuss this with you.  

13. What will happen if new information becomes available?

Sometimes during the course of a study new information might become available about the treatment that is being tested. If this happens, either your medical doctor (neurologist/epilepsy specialist/psychiatrist) or a member of the research team will contact you and arrange to talk to you about this and discuss with you whether you want to continue. If you decide to withdraw from the study your doctor will make arrangements for your care to continue. If you decide to continue in the study you may be asked to sign an updated consent form.
14. What happens when the trial is over?
Once the trial is over, we will see whether the CBT has helped people reduce their seizure occurrence any more than occurs when people only see their medical specialists.  If you have been allocated to the CBT group, you will then continue to receive your normal medical care. If you did not receive CBT during the study then the doctors treating you will decide whether you might still benefit from a talking therapy and if so they will refer you for this. 
15. What happens if something goes wrong?
We do not expect there to be any adverse effects from taking part in this study. However if you are harmed during the study and this is due to someone’s negligence, then you may have grounds for legal action for compensation against the NHS but you may have to pay your legal costs.  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.

King’s College London holds insurance policies which apply to this study.  If you experience harm or injury as a result of taking part in this study you may be eligible to claim compensation without having to prove that King’s College London is at fault.  This does not affect your legal rights to seek compensation.
If for any reason your seizures get much worse during the study, then you will be able to talk to your medical specialist or any of us who are involved in the study and discuss what you want to do.

16. What happens to the results of the research study?
We will publish the results of the research in scientific journals and we will present the results at scientific meetings. In addition we will talk to service providers about the results of our research. We will not identify you in any report/publication. If you would like a copy of the published results, we can provide this at the end of the study. 
17. Discontinuation of the study by the investigators
We will need to contact you at different stages of the study to ask for information and will give you two reminders to let us have this information. If at any particular stage you change your mind about taking part in the study and we do not hear from you at all, we will contact you on only one further occasion to discuss the study. If we cannot discuss this with you we will assume you have chosen to leave the study. We can reassure you that you will not be contacted repeatedly if you decide you no longer wish to be part of the study. If you then change your mind about letting us have the information we asked for, you can contact us by phone, letter or email to then re-join the study if you wish.
At any time during the study, the investigators have the right to end your participation in the study for any reason. If later on in the study it is concluded that you no longer have capacity to consent to participating we would like to be able to continue to use any data that we have already collected, in an anonymised form. 

18. Withdrawal from the study
Taking part in this study is entirely voluntary. You can stop taking part in the study at any time without giving a reason and without this affecting your care in any way, now or in the future.
19. Who is organising and funding the research?
The study is being funded by the National Institute for Health Research. The study is being organised by researchers at the Institute of Psychiatry (King's College London), the South London and Maudsley NHS Foundation Trust, the University of Sheffield, the University of Edinburgh and Brighton and Sussex Medical School. Members of the research team include Professor L. Goldstein, Dr J. Mellers, Professor T. Chalder, Professor M. Richardson, Professor M Reuber, Dr A. Carson, Dr J. Stone and Dr N. Medford, as well as several other colleagues who work with them.

20. Who has reviewed the study?
This study has been granted ethics approval by the London - Camberwell and St Giles Research Ethics Committee. The study has also been reviewed by the National Institute for Health Research Health Technology Assessment programme. 
21. Contact for further information?

If you wish to discuss the study in greater detail then please contact one of the following people:

– Trial Manager
Dept of Psychology

PO 77

The Henry Wellcome Building

Institute of Psychiatry

King's College London

De Crespigny Park

London SE5 8AF

Tel ….
Local contact:

Dr John Mellers, Consultant Neuropsychiatrist, Maudsley Hospital, London

(tel: …..)

Other contacts:
Professor Laura Goldstein, Professor of Clinical Neuropsychology and Hon Consultant Clinical Psychologist; Dept of Psychology, Institute of Psychiatry (tel: …..)

Professor Markus Reuber, Department of Neurology, Royal Hallamshire Hospital, Sheffield (tel: …..) 

Dr Jon Stone, Consultant Neurologist, Western General Hospital, Edinburgh

(tel:.....)

If you would like any independent advice about taking part in a research study please contact the Patient Advice and Liaison Service (tel: …..)
Thank you for reading this information sheet. You will be given a copy to keep. If you have understood the contents of this sheet and wish to take part, please complete the consent sheet. If you have any questions please feel free to ask them now.
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