


PATIENT INFORMATION SHEET

STUDY TITLE: Are new treatments for skin conditions harmful to long term health?

You are being invited to participate in a research study. 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 and ask for anything that is unclear to be explained.

What is the purpose of the study?

The purpose of the research study is to assess whether the new biological treatments used in the treatment of psoriasis have any side effects when used long-term in real life not revealed during shorter- term clinical trials. These side effects, if any, will be compared to those seen with established treatments such as ciclosporin, methotrexate and PUVA.  The study therefore involves following up patients taking a number of different drugs for psoriasis (and other skin conditions) and assess the frequency that long-term side effects occur.

Why have I been chosen?

You have been chosen to participate as either you have been started on either one of the new biological therapies or one of the established treatments for psoriasis.
Do I have to take part?

You do not have to take part. If you do decide to take part, you can keep this sheet and will be asked to sign a consent form. Your participation will not interfere with the standard of care you receive.

What will happen to me if I take part? Your participation will involve the following:
(i)
Agreement to complete the questionnaires and other survey forms about your health.  You should note that some of the questions on these questionnaires may be of a sensitive or personal nature.  You are not compelled to answer all of the questions.
(i) Agreement with your specialist to provide information from your medical records to the researchers;

(ii) Agreement for your name to be registered with national databases including the National Health Service Central Register, part of the General Register Office such that in the unlikely event you develop a cancer or die during the research, the researchers will be notified directly.

At this stage we do not know how long we will want to collect this information from you and about you. It is likely to be for at least five years.

Will the research influence the treatment I receive?

The research does not alter the treatment you receive. Your specialist will start and stop treatments as determined by your clinical condition.

Will my taking part in the study be kept confidential?

Identifiable information about you will be held by the research team at the University of Manchester and the National Health Service Central Register, together with the data collected during the study. No-one outside the research team will have access to any identifying information and all identifiable information will be kept securely. However, a number of pharmaceutical studies who manufacture the biological therapies and who are funding this study may have access to the study data but details will remain confidential i.e. they will have access to the data in an anonymised, non-traceable manner. 
Who is organising and co-ordinating the study?

The study is being sponsored by the British Association of Dermatologists, a society of dermatologists aiming to give the best patient care to individuals with skin diseases. The study is being co-​ordinated by the University of Manchester and the lead researchers, Dr Anthony Ormerod, Professor Christopher Griffiths. Dr Kath Watson or Kathy McElhone can be contacted for further details (Tel: 0161 603 7731).  Results of the study, which are unlikely to be available for at least five years will be sent to your consultant dermatologist (Tel: ######### Fax: ######## Email: ###############) whom you should contact for further information.
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