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	INFORMED CONSENT TO PARTICIPATE IN THE STUDY
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1. I, … … … … … … … … … … … … … … … hereby agree to take part in the research study entitled "Molecular and cellular mechanism of vascular anomalies". 

2. I confirm having received explanations concerning the nature, the purpose, the duration, the risks, the predictable effects and the possible advantages of this research project. I was also informed about what one expects from my part. I had the time and the opportunity to ask questions on the study, and all my questions received a satisfactory answer.

3. I understood that the purpose of this research project is to identify the factors responsible for a possible inherited disease, which could affect myself, my child and/or a member of my family. I also understood that a better knowledge of the molecular changes caused by an alteration in a gene, could lead to the discovery of a better therapeutic means. However, I understood that this research project is long-term and, as a consequence, it is very unlikely that I will receive any benefit from it. 

4. Seen the fact that the study is made on DNA/RNA/proteins extracted from tissue, blood or buccal cells, I authorize Prof. Vikkula (the responsible Doctor for the study) to use for these purposes my tissues resected during treatments by surgery. I also accept to give 1 or 2 tubes of 10 ml of my venous blood or 2 samples of buccal cells. This should be realized only once, except when the extraction of the DNA/RNA would turn out fruitless. In that case, I agree to make another blood/buccal cell sampling for maximum three times. I also accept that, for scientific reasons, a part of my DNA/RNA/proteins can be shared with other collaborating university laboratories. I know that, at any time, my anonymity remains guaranteed.

5. I was informed that no major risk is expected from blood sampling, but a slight pain will be felt at the level of the needle puncture site, and there is a very small chance of infection or prolonged bleeding at the puncture site. 

6. I understood that I am free to withdraw from the study at any time, without justifying my decision and with no negative consequences for me or my medical care. I also understood that the samples I would have provided by the time of my withdrawal could not be withdrawn.

7. I was informed that the procedures of the study were covered by an insurance for blood sampling.

8. I know that this study has been approved (IRB: 00001530) by the Committee of Ethics of Université catholique de Louvain, Brussels, Belgium (FWA: 00003749). 

9. I know that representatives of the laboratory, or the Committee of Ethics may wish to inspect my medical data in order to verify the collected information. By signing this document, I authorize the inspection of my medical records in the respect of the Belgian law of December, 1992 relative to the protection of private life.

10. If I have questions about the research project or procedures, I know that I can contact Dr .................................. (phone : ............................... fax: ...........................), Prof. M. Vikkula (Phone : +32-2-764.74.96; Fax: +32-2-764.74.60; e-mail: miikka.vikkula@uclouvain.be) or their colleagues. I also give the permission to be recontacted whenever results from the study would be available.
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11. In spite of my participation in this study, I recognize to have no rights on hypothetical commercial benefits (e.g. a patent) that might be generated by this research project.

12. I received a copy of this consent form, duly signed and dated. 

The volunteer confirms his agreement to participate by his/her personal signature, and date preceded by " read and approved ".







“Read and approved”

____________________________________ Signature of the participant / legal representative







 Date and Place

I confirm that I have explained the nature, the purpose and the predictable effects of the study to the volunteer mentioned above.

__________________________________Signature of the person who gives the information 

__________________________________Name in capitals of the person who gives the information







Date and Place
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Laboratory of Human Molecular Genetics, de Duve Institute, 

Université catholique de Louvain, Avenue Hippocrate 74 (+5), UCL-75.39, B-1200 Brussels, 

Phone : +32-2-764.74.96   Fax : +32-2-764.74.60   E-mail : miikka.vikkula@uclouvain.be

