TO BE PRINTED ON LOCAL HEADED PAPER
United Kingdom Childhood ITP Registry

INFORMATION FOR PATIENTS 14-18yrs (ENGLAND, WALES, SCOTLAND AND N.IRELAND) 

(Version 3.0, 10 Sep 2015)

We are asking you to consider the possibility of allowing information about yourself to be included in an information registry. In doing this we are trying to gain more information about the medical condition Immune Thrombocytopenia (ITP).

Although we have to ask your parents permission it is important for you to understand why the research is being done and what is involved. Please take time to read the following information carefully and discuss it with your parents, friends, relatives, doctors and nurses if you wish. Ask us if there is anything that is not clear or if you would like more information. Take the time to decide whether or not you wish to take part.

1.  What is the purpose of the registry?

Immune thrombocytopenia (ITP) is a blood condition where the main problem is a low platelet count. The platelet count drops because antibodies produced by the patient coat the platelets which are then recognised as abnormal and are removed from the blood stream by the normal body protection systems. There are many aspects of ITP that we do not fully understand, for instance why do people suddenly start producing antibodies against their own platelets, why do young people with very low platelet counts rarely have serious bleeding, why some   young people get better quickly and others have a more long term disorder. We would also like to know more about the very best treatment for young people with ITP.

To help us answer these questions we would like to collect information about young people with ITP in the UK in an organised way to create a collection of information (or registry). This will form part of an international registry (PARC, Paediatric and Adult intercontinental Registry on Chronic ITP). 

The main aims of this project are  to try and understand how the low platelet count relates to how often and how badly children bleed, how it relates to the  need for treatment and how it impacts on the quality of life on the child and family.

2.  Why have I been chosen?

All children under the age of 18 years who present to hospital in the UK with ITP will be eligible to take part in this project.

3.  Do I have to take part?

No. Participation in the project is entirely voluntary. If you agree to take part and then later change your mind, you are still free to withdraw at any time without giving a reason. This will not affect the standard of care you receive. 

4.  What do I have to do?

We have to ask your parents’ permission for you to take part and will need them to sign a consent form, but it is important that you understand what this project is about and are happy to take part too. You may sign the consent form too if you wish. You will be given a copy of the consent form and this information sheet to keep. 

5.  What will happen if I take part?

This information sheet has been sent out from a central information controller for this project (based in Manchester). Your doctor should also discuss the project further with you. You can also   speak to one of the chief researchers by telephone if any of you have any outstanding questions before signing the consent form. If you consent to the project your doctor will read your medical notes and complete a form about your condition including symptoms, how often you bleed and what treatment is required. These forms are returned to the central information controller and stored securely. If you agree this information will be shared with the international PARC study group in Basel, Switzerland. Six months after you first developed ITP further information will be collected by means of a second form again filled in by your local hospital doctor. However at this stage the majority of young people will have recovered fully. The registry will continue to follow up only those with ITP that does not get better quickly (about 20% of people). Information will then be collected every twelve months until either the ITP gets better or the project closes.

The database may pick out individuals whose bleeding pattern or clinical course may teach us more about ITP. Such individuals may be approached regarding other ethically approved studies.

6.  Are there any disadvantages or risks involved in my participation in the project?
No.

7.  What are the possible benefits of taking part?

The information we gain will not be of direct benefit to you at the moment but may improve the way we treat other children with ITP in the future. However if you have ITP for a long time information gained from this project may help your treatment.  

8.  Will my taking part in this study be kept confidential?
You will be allocated a unique case number that will be kept by your hospital doctor. This will be used to identify the information sent to the information co-ordinators. They will not be able to know your name. 

The research team will know your initials, date of birth and post code. These details are stored to help us with our research. We also collect a parent’s email address so we can email access to the quality of life forms for you to complete.
9.  What will happen to the results of the study?
Information from the registry will be kept for twenty years. Analysis will be carried yearly. The results will be published in medical journals and possibly used to modify future treatment. You will not be identified in any report or publication.

10.  Who is organising and funding the research? 

This project is being undertaken by The UK Paediatric ITP Working Party led by Dr. John Grainger, Consultant Paediatric Haematologist in the Manchester Children’s Hospital and locally by [name, department].  The study is funded by the ITP Patient Support Organisation.  There will be no payments to researchers for conducting the project. 
11.  What if I have any concerns?

If you have any worries or concerns about anything we have talked about in this information sheet the doctors or nurses at your clinic would be happy to talk with you about them or you may contact the hospital/PCT/Health Authority complaints department (insert local contact details).

12.  Contact for further information
If you require any further information please contact the consultant who is looking after you.

Thank you for reading this information sheet.
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