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Randomised controlled trial of the clinical and cost-effectiveness of a contingency management intervention for reduction of cannabis use and of relapse in early psychosis (THE CIRCLE STUDY)

Service User Information Sheet for trial – Version 4 (12.05.2014)
You are being invited to take part in a research study. Before you decide whether or not 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.  Ask us if there is anything that is not clear or if you would like more information. 

What is the purpose of the study? Using cannabis can affect people who have experienced psychosis in several negative ways. It makes them more likely to experience another psychotic episode, to have continuing symptoms such as hallucinations and paranoia and/or to behave aggressively, and it also makes them less likely to succeed in getting back to work or study. Giving up cannabis is difficult, and mental health staff and researchers have not yet been able to develop very effective ways of helping people with psychosis to stop their cannabis use and to avoid lapsing back into using it again. Because of this, we have got funding to try a new approach to helping people with psychosis who are in contact with an Early Intervention Service to stop using cannabis. 

Why have I been chosen? We are asking you to take part in the research trial because you are in contact with an early intervention service and because your care coordinator has suggested, after discussion with you that you may benefit from help in avoiding cannabis use. We have asked the care coordinators, doctors and psychologists at this service to invite anyone who they believe to have been a regular cannabis user within the last six months to take part. 

Do I have to take part? No, it is completely up to you to decide whether or not to take part. If you would like to have further information, please contact us and we will be happy to provide it and answer any questions you may have. Additionally, you can discuss any issues or concerns you may have with your care coordinator or other members of the Early Intervention Team. If you decide to take part you are still free to withdraw at any time without giving a reason. You may withdraw from the intervention in which case we would still collect some information about your use of health services from medical records. If you do not wish us to collect this information either, you may withdraw from the intervention and the study overall. If you do decide to go ahead, it is also possible that the research worker who sees you for the first study meeting will decide that the study is not in fact suitable for you. 

What does the research trial involve? People who enter the trial will be divided between two groups, Group A and Group B. Chance will decide who enters which group and neither the clinical team nor the study researchers will have any control over this. Group A are the group who will have a new type of treatment called contingency management, which involves helping people to keep off cannabis by giving them rewards for doing so. Group A and B will both participate in some research assessments and analysis of urine samples, and will also both receive from their care coordinator or another member of the EI team some education on cannabis, its effects in psychosis, and how to decide whether to carry on using or not. 

What will happen if I decide to enter the study? 

There are several stages to the study, as follows: 

Before the treatment stage starts (both groups A and B): There will be an initial meeting with a researcher to discuss the pros and cons of entering the study. If you are still interested, the researcher will arrange to meet you again at least 48 hours later. If at this further meeting you decide to sign the study consent form, you will then complete with the researcher an interview lasting between an hour and an hour and a half. He or she will ask you about topics including your background and history of using mental health services, mental health symptoms, cannabis use and other drug and alcohol use over the last six months, and current views about your life and how well you are functioning. At this interview, samples for urine analysis will also be taken - the urine will be provided into a study pot at the time of the meeting with the researcher. You will only be able to enter the study if you are prepared to give these samples at this stage. You will be able to give the urine specimen in private in the office toilet, but will be asked to leave behind coats and bags and to use the bottle we provide. If for any reason the staff feel uncertain about whether the specimen is really your urine, they may ask you to stay at the office and give a second specimen to confirm whether you are entitled to an incentive. 

Following the initial assessment, you will receive £20 in shopping vouchers as a token of thanks for the time and effort involved in this assessment and as a contribution to any expenses that you may have incurred. 

The treatment stage. This is different for Groups A and B:

Group A: 
Participating fully in the treatment means coming to a series of 12 weekly meetings at the EIS office, generally combined with your regular meetings with care coordinators and other staff. At each of these meetings, you will be asked to provide a specimen for urine testing to see if there are signs of cannabis use. The first week you will receive a £5 reward in shopping vouchers just for attending and providing a urine specimen. After this, the rewards will be linked to your urine sample showing that you have not been using cannabis. Rewards will rise by £5.00 every few weeks providing you continue to give a clean urine sample. The maximum reward will be £240 if you attend every week and provide a clean urine every week. All rewards will be given in shopping vouchers. Vouchers will normally be given to you following your appointments, but if there are any doubts about whether you should receive a voucher, the study research team rather than the EIS staff will be asked to make the final decision and you might then need to wait for your voucher to come by post. 

The other part of the study treatment is a series of six short educational sessions about your mental health and cannabis use, designed to help you make decisions about whether you wish to stop using cannabis and/or reduce it in the long run. These will be provided by your care coordinator and/or other members of the EI team during the period of the study treatment. 

     Group B:

The treatment for this group will be a series of six short educational sessions about your mental health and cannabis use, designed to help you make decisions about whether you wish to stop using cannabis and/or reduce it in the long run. These will be provided by your care coordinator and/or other members of the EI team over the 3 months following entry to the study. No voucher rewards will be provided for participating in these sessions. 

After the treatment stage:

Both Group A and Group B will be invited at 3 months after entry to the study and at 18 months, to complete a further interview with the researcher. The topics will be similar to the first meeting, but a bit shorter as there will not be so much background information to cover. You will be also be asked at the 3 month stage to provide a urine specimen.  You will receive £20 for taking part in the assessment interview, and an additional £10 for providing an urine sample (total £30), again offered as shopping vouchers. This will be offered as a token of thanks for the time and effort involved in these assessments and as a contribution to any expenses that you may have incurred. 

What are the possible benefits of taking part? The main potential benefit to taking part is that, whichever group you are in, you may find the study treatment useful in reducing your cannabis use, which may have benefits for your health, ability to function and financial situation. You may also receive some incentives for keeping off cannabis, as described above. You will also be involved in a study that will help us find out whether this is a helpful approach for people under the care of early intervention services who use cannabis. Your involvement is very valuable to the research study. 

Will my taking part in this study be kept confidential? Yes, all the information we collect, including information about your drug use will be kept strictly confidential and anonymised. All the data we collect will be stored in locked cabinets according to the Data Protection Act. The only situation in which we would not be able to maintain confidentiality is if you told a member of the research team something that made us believe that there was a serious risk of your harming yourself or someone else; in this case we would discuss our concerns with staff in the Early Intervention Service, who would decide whether any further action to reduce these risks was required. 

Urine samples will be analysed in the EIS clinical room and destroyed immediately after this. 
Your identity will remain confidential and will not be revealed in any reports or publications arising from the study. You will be provided with a copy of your signed consent form agreeing to take part in the trial. The original will be stored securely and in accordance with the Data Protection Act by research staff at one of the research centres taking part in the trial. A second photocopy will be added to your NHS patient notes.   
What will happen to the results of the research study? Results of the trial will be disseminated in a number of ways: presentations at conferences, publications in academic journals and relevant magazines, reports to funding bodies (see below), governments, and will be available on the internet. 

Who has reviewed this study? Before any research of this kind can begin it needs to be approved by a research ethics committee. This study has been reviewed by the South East London Ethics Committee. 

Who is sponsoring and funding the research study? The study is sponsored by University College London. It is funded by the National Institute of Health Research which is funded by the Department of Health. The study is led by Professor Sonia Johnson and is managed on a day-to-day basis by Luke Sheridan Rains. You can contact us at these addresses:

	Prof. Sonia Johnson            
Mental Health Sciences Unit
UCL

67-73 Riding house St

London

W1W 7EJ
	
	Luke Sheridan Rains
Mental Health Sciences Unit
UCL

67-73 Riding house St

London

W1W 7EJ

	s.johnson@ucl.ac.uk 

	
	Tel:  02076799628
l.sheridanrains@ucl.ac.uk



Support provided during the study
If, for any reason, you feel negatively affected or become distressed through participation in the research, you will be offered immediate support from the research team. You can speak to the researcher about any concerns you may have regarding your participation in the study. 
Kirsty Labuschagne

Research Assistant

Tel: 01273 265896

Email:Kirsty.labuschagne@sussexpartnership.nhs.uk

If you or the researcher feels that additional support is required, the researcher will liaise with the clinical team and senior researcher on your behalf. For independent advice about participating in research or this study, please contact the Mental Health Research Network Patient and Public Involvement (PPI) section. This is a national organisation designed to support the involvement of service users and carers in research.

mhrnppi@kcl.ac.uk
(T) 020 7848 0644

What if I am unhappy with the way the research is conducted? You are welcome to contact us if you want to discuss any questions about the project. If you have concerns you would prefer to discuss with an independent person, or wish to make a complaint, you can contact the Sussex Experience Team who will be able to offer help and to advise you if you want to make a complaint. 


Tel: 01903 843026

Email: Service.experience@sussexpartnership.nhs.uk
Thank you for taking the time to read this information. 
UCL Mental Health Sciences Unit (Bloomsbury Campus)

Faculty of Brain Sciences

Charles Bell House, 67-73 Riding House Street, London, W1W 7EJ

Tel: +44 (0)20 7679 9452 Fax: +44 (0)20 7679 9426
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