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Multicenter Registry and Study of Immune Response Genes
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Dear Patients

Dear Parents

You are kindly asked to participate in a scientific study because you have Idiopathic Thrombocytopenic Purpura (ITP).

ITP is a rare bleeding disorder which may result in a decrease of platelets. For unknown reasons antibodies adhere to the platelets and cause a premature removal by the spleen. Because platelets are important for blood clotting, a lack can lead to a higher bleeding risk.

If the disorder persists for longer than 6 months it is termed chronic ITP. About 30% of children with ITP become chronic, whereas 60% of adults are affected with the chronic form.

a)
The PARC-ITP Registry (Database)

What is the PARC-ITP study about?

Although ITP has been known for a long time many aspects of this disease remain unresolved. Until today the natural history of untreated ITP patients, diagnosis, treatment and prevention of serious bleeding has not been investigated sufficiently, leading to controversy.

The PARC-ITP study will collect and analyze data of ITP patients in an anonymized registry in order to learn more about the natural history and management of this disorder and as a basis for the design of future studies.

Because ITP is a rare disorder, many centers worldwide will be asked to participate so that sufficient data can be accrued.

Your physician/center is participating in the PARC-ITP study:

	Name of physician
	

	Center
	

	
	


The study will remain open for at least 10 years. 

Will I be taking a risk if I participate?

If you participate in the PARC-ITP study you will not be taking any additional health risk. There will be no other medical examinations besides the ones that are necessary in relation to your ITP. To ensure confidentiality personal information such as name and address of the patient will not be entered to the database. Instead, a code will be assigned for anonymization. The database is safeguarded and all information will be handled confidentially.

b)
Study of genes of the immune response

It seems that in patients with ITP the immune response of the body is disturbed, which is why ITP is called an autoimmune disorder. Studies of other autoimmune diseases suggest that one or more immune regulation genes may be overactive. Thus, the study of genes of the immune response is designed to obtain genetic variation profiles in order to characterize the genetic material of ITP patients. Therefore, we are asking for one blood sample of 3-5ml (about one teaspoon). Consenting to a blood sample is voluntary. If you do not agree, it is possible to participate in the registry only.

Please read the separate patient information (Form E2) if you would like to participate in this study. Your written consent is necessary.
How might this research help?

Even though this study may not have an immediate impact on your own ITP, it will possibly benefit patients in the future. Disease registries, such as the PARC-ITP registry, allow us to build up a more complete picture of the disorder, since we are able to collect information on a large number of people with ITP. We will possibly have a better understanding of which treatments to use in the future.

Genetic analysis will possibly help to identify any influence that genes might have on ITP.

What will happen with the results of the research study?

The results of this study will be communicated at conferences and published periodically in scientific journals so that physicians treating ITP patients are informed about the natural history of ITP and the possibilities of treatment. Your information will be anonymized and you will not be identified in publications. Because it is unlikely that a single patient’s results will be meaningful in themselves, individual information is not intended to be handed back to the physician or patient. 

Voluntary participation

Participating in the PARC-ITP registry and consent to one blood sample is voluntary.

You may withdraw from participation at any time and without giving reasons. Your medical care will not be influenced by your decision. There are no costs involved with participation.

The PARC-ITP study has been approved by the Swiss Ethics Committee in Basel, Switzerland on Febuary 2, 2006.
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