Participant Information and Informed Consent  for a Registry for Primary Immunodeficiencies (PID)
TITLE OF RESEARCH PROJECT:

Primary Immunodeficiency South Africa – PISA – Registry/Database

REFERENCE NUMBER:

PRINCIPAL INVESTIGATOR:  Dr M Esser
CO-INVESTIGATORS:              Prof’s P Potter and B Eley
ADDRESS: NHLS Tygerberg Hospital & Stellenbosch University, PO Box 19063, Tygerberg 7505
CONTACT NUMBER: 

PID SA Registry , c/o Dr M Esser, Tygerberg Hospital & Stellenbosch University, PO Box 19063, Tygerberg 7505 , South Africa. E-mail: rina@sun.ac.za Tel/Fax 021-9385995.
We would like to invite you to participate in a data-base/registry for Primary Immunodeficiencies. Please take some time to read the information presented here which will explain the details of this project.  Please ask the study staff or doctor any questions about any part of this project that you do not fully understand.  It is very important that you are fully satisfied that you clearly understand what this research entails and how you could be involved.  Also, your participation is entirely voluntary and you are free to decline to participate.  If you say no, this will not affect you negatively in any way whatsoever.  You are also free to withdraw from the study at any point, even if you do agree to take part initially. 

This research study has been approved by the ethics Committee for Human Research at Stellenbosch University and it will be conducted according to international and locally accepted ethical guidelines for research, namely the Declaration of Helsinki, Guidelines on Ethics for Medical and Genetic Research of the Medical Research Council of South Africa (MRC).

Aim of the Registry Project

The aim of this project is to collect the clinical and laboratory results of patients with recurrent infections and diagnosed inborn abnormalities of the immune system. We also aim to provide improved diagnosis, classification, outcome and therapy for patients participating in this project.

What does this particular research study involve?

You or your child have been diagnosed with inborn (primary) Immunodeficiency and are therefore asked to participate.

You will be requested to fill in a consent form and to provide the information on the data-form.

The database will collect information from you and your attending doctors with your consent for obtaining laboratory results and relative clinical findings and treatment. This will be followed up at 6 or 12 monthly intervals.

In addition, if you agree and if the genetic mutations (changes in the normal inheritance pattern) causing you/your child’s medical condition are known, they can be stored anonymously in a European database for the documentation and analysis of mutations involved in immunodeficiencies,. This database is hosted by the Institute of Medical Technology at the University of Tampere, Finland (http://bioinf.uta.fi/idr/) with the aim of collecting immunodeficiency data to improve the understanding of PID and ultimately improve the treatment of these diseases. Mutation data is transferred anonymously to this database through a secure connection from the ESID (European Society for Immunodeficiency Diseases) database.

For the South African database the data will be entered with patient name and residential address but for international registries patient information will be anonymous without name and address given.  

Your data will only be made available on request for research purposes with the permission of the Registry panel (comprising Drs M. Esser, L Goddard and Prof’s P.Potter, B Eley)

There are no risks involved in you taking part in this research , there may be some minor pain or bruising at the site where blood is taken for genetic studies -about a teaspoon of blood which may be stored at the University of Stellenbosch indefinitely until these tests become available. Your blood will not be used for other research. Your results will be made known to you if you have a definite risk for developing a health problem, or have a condition that is treatable or if it needs genetic counselling or a change in lifestyle. 
There will be no money paid to patients or investigators in this project. 
Participation in this research project is voluntary and you can withdraw at any time. Refusal to participate will involve no penalty or loss of benefits to your child/yourself. Best level of care will be given to you/your child and review of the data will benefit for correct diagnosis and treatment.

The study  will be conducted at Tygerberg Hospital, Stellenbosch University. 
Declaration by participant

By signing below, I …………………………………..…………. agree to take part in the Primary Immunodeficiency South Africa – PISA – Registry/Database

I declare that:

· I have read or had read to me this information and consent form and it is written in a language with which I am fluent and comfortable.

· I have had a chance to ask questions and all my questions have been adequately answered.

· I understand that taking part in this study is voluntary and I have not been pressurised to take part.

I also give my consent for the storage and processing of data on genetic mutations (changes) that cause my/my child’s PID.
Signed at (place)

 on (date)



Signature of participant
Signature of witness
Declaration by investigator

I (name) ………………………………………………… declare that:

· I explained the information in this document to …………………..……………...

· I encouraged him/her to ask questions and took adequate time to answer them.

· I am satisfied that he/she adequately understands all aspects of the research as discussed above.

· I did/did not use a interpreter.  (If a interpreter is used then the interpreter must sign the declaration below.

Signed at (place) ......................…........…………….. on (date) …………....……….. 2005.

Signature of investigator
Signature of witness
Declaration By Interpreter

I (name) ………………………………………………… declare that:

· I assisted the investigator (name) …………………………. to explain the information in this document to (name of participant) …………………………….. using the language medium of Afrikaans/Xhosa.

· We encouraged him/her to ask questions and took adequate time to answer them.

· I conveyed a factually correct version of what was related to me.

· I am satisfied that the participant fully understands the content of this informed consent document and has had all his/her question satisfactorily answered.

Signed at (place) ......................…........…………….. on (date) …………....……….. 2005.

Signature of interpreter
Signature of witness
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