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Information and consent form for underage participants aged 12 and older

Title of the study 

Investigation of genetic causes in patients with an unexplained genetic disorder.

Official title: Combined "omics" approach to identify the causal molecular defect in patients with a genetic disorder.

Information form

Hello,

The doctor talked to you and your parents, and you were examined. Probably a lot of tests have already been done. However, there are still questions which the doctors are not yet able to answer. We suspect that the cause of your condition lies in your genetic material.

The genetic material determines how a child should develop in a mother's belly. You can compare the genetic material with a large recipe book, which tells you exactly what needs to be done. The 'genes' then correspond to the different recipes in the book. The recipe books slightly differ between all people. That is why we are all a bit different. Because we think that your condition arose as a result of a mistake in a gene (or recipe), we want to investigate this further. We can examine your genetic material (your recipe book with your recipes or genes). In some cases, we will turn your blood, urine or skin cells into other cells that are very similar to ‘specialized’ cells such as brain cells or skin cells, for example. From these specialized cells, we can make a ‘3D miniature organ’ (organoid), on which further research can be carried out.

You might also wonder if we will know everything about your health now? Certainly not. We are only looking to explain your condition. But now and then, another mistake is found that can be important for your health. If this is the case, we will discuss it with you and your parents.
We also make sure that no one else but the doctor knows your genes are being examined.

For genetic testing we need a little bit of blood and it may be necessary to collect a urine sample or a small piece of skin. We would like to ask your permission for this.

In exceptional cases, taking a blood sample may cause pain, bleeding, bruising and/or local infection at the site of the sample. Some participants may also feel dizzy or faint while taking the sample. The staff carrying out the blood collection will do everything in their power to reduce these inconveniences. A skin biopsy involves the same risks as a blood sample. In addition, you cannot take a bath for 10 days (but you can shower) and there is a slight chance of an infection of the biopsy site.

Your participation is completely voluntary. This also means that you can withdraw from the study program at any time without any consequences for yourself or your parents.

By participating in this study, we may be able to determine the cause of your condition and perhaps offer better opportunities for management of your condition.

All data will be treated confidentially and will be pseudonymized (no one that is not involved in the study will know your name), this in accordance with the Belgian and European laws on privacy. This coded data can then be shared with other researchers for future studies in the context of the same or similar disease or treatment. These studies may take place in Belgium or abroad. Such new studies must always first be approved by the ethics committee. If you do not want your data to be used for future research, you can let your parents or the researchers know.

By signing an informed consent form, you give your consent to participate in this study. As soon as you reach the age of 18, it will be necessary to go through the adult information form, after which we will ask your permission again to take part in the study.

If you want to know more about this research, you can contact the doctor-researcher or an employee of his or her team at any time during the course of the study:

Principal investigator:

Name:     			Bert Callewaert

Address: 			Center for Medical Genetics
                			Ghent University Hospital
               			C. Heymanslaan 10, 9000 Ghent
              			Belgium

Telephone number: 		09 332 3603

CONSENT FORM 
			
I, _________________________________ (name of the participant in block letters) declare

· that I have read this form.
· that I have been able to ask all my questions and I am satisfied with the answer.
· that I understand that my data will be accessed by the people who have the right to do so.
· that I am aware that information about my disease will be collected and coded and I agree that my coded data will be used for current scientific research. My privacy will be respected at all times.
· that I agree that my coded data may be used for future studies in the context of the same or similar disease or treatment, both in Belgium and abroad. Such new studies must always be approved by the ethics committee. If I do not want my data to be used for future studies, I will let my parents or the researchers know.  
· that I understand that participation is completely voluntary.
· that I have been given enough time to consider my participation.

I agree to participate in this study.


Signature participant:        ___________________________      Date: ______________
							
			                 DD/MM/YYYY

Signature of the person     ___________________________      Date: ______________
giving the above
explanation:								     DD/MM/YYYY
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