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PARTICIPANT’S INFORMATION SHEET (DNA) for children, aged 12-15 years
INVITATION TO TAKE PART IN RESEARCH TO STUDY GENES THAT CAUSE RARE GENETIC CONDITIONS:
“Investigating the molecular mechanisms of rare genetic disorders”
We are asking if you would agree to take part in a research study. We want to find the answer to the question why some people have problems with their learning or need operations because they have a hole in the heart or something similar. Before you decide if you want to join in it’s important to understand why the research is being done and what it will involve for you. So please read this leaflet carefully. Talk about it with your family, friends, doctor or nurse if you want to.
To give you some first thoughts about the project:
Why are we doing this research?
We are trying to work out what causes some people to have problems compared with other people. We are interested in people who find it hard to learn to talk and walk, and some of them have difficulties at school, or have problems with the heart, kidney or other organs including the brain which are sometimes picked up on scans. The causes of these problems are often genetic, and by investigating the causes we hope to understand the problem better.
Why have I been chosen?
You have been chosen because either you or someone in your family has had the type of problem we are interested in studying. We have previously studied a couple of hundred other people in this way. We hope to include several hundred more in these studies.
Do I have to take part?
No. It is up to you. If you do, a researcher or your doctor will ask you to sign a form giving your consent or assent. You will be given a copy of this information sheet and your signed form to keep. You are free to stop taking part at any time during the research without giving any reason. If you decide to stop, this will not affect the care you will get from your doctors in any way.
What will happen to me if I take part?
We will ask for an extra blood sample. We will try to only take blood from you at a time when blood is being taken as part of usual clinical care. If we already have a sample of your blood from a previous test you’ve had, we may ask you if we can use that instead of taking a new sample. We might also ask you for a sample of your spit. You won’t have to have any other special tests or investigations, and there won’t be any extra visits to the hospital. The sample will be sent to our lab and we will try to work out what the faulty gene is that is causing your or your family’s problems. We won’t do any other genetic tests on the sample you give us.
What do I have to do?
A researcher will discuss the study with you and answer any questions that you may have. When you’re happy that you have all the information that you need and decide to take part in the study, the researcher will ask you to read and sign a form to say that you agree with the research. When you are sixteen, we would like to contact you again so that you can fill in a full consent form.
What information do we need about you?
We will keep hold of information that is usually collected as part of your standard clinical care at the University of Leeds. We will also hold information that we get from any blood samples that we have taken.
Are there any possible disadvantages to taking part in the study?
We do not think that taking part in this study will harm you in any way. We will be gathering information that is already routinely collected by the doctors and nurses. If at any point you would like to discuss the study and your involvement in it, you will be able to speak to a study researcher. Contact details are provided at the end of this information sheet.
Are there any possible advantages of taking part in the study?
There are no immediate short term advantages, however we hope studying the genetic causes of childhood conditions will help discover the reasons why these conditions occur. By increasing understanding in this way we may, in the long term, be able to offer better help to children and their families.
What if there is a problem?
We will address any complaint about the way you have been dealt with during the study or any possible harm that you might suffer. The detailed information on this is given in the next section.
Information you need to know if you still want to take part:
What if new information becomes available?
We hope that this study will uncover the genetic cause for your problems or for the condition in your family. If we do find the faulty gene, we will let you know when you next come to the clinics run by the doctors performing the study. It may be possible then to offer tests to other people in the family if they wish, to see if they carry the same gene or not.
What if there is a problem?
If you have a concern about any aspect of this study, you should ask to speak with the researchers who will do their best to answer your questions. Please contact Prof. Sheridan on 0113 206 5927 or Prof. Johnson on 0113 343 8443 in the first instance. If you remain unhappy and wish to complain formally, you can do this through the NHS Complaints Procedure. Details can be obtained from the hospital.
Will anyone else know I'm doing this?
Yes, your G.P. or family doctor will be told you are taking part. All information which is taken about you during this study will be kept strictly confidential. Any information about you which leaves the hospital/surgery, will have your name and address removed so that you cannot be recognised from it.
What will happen to any samples I give?
Any samples you give will be sent to our lab at the University of Leeds and stored safely in a freezer. We will analyse it to see if we can find if there is a genetic cause for your problems or for the condition in your family. If we already have a sample of your blood we will ask you if we can use that instead of getting a fresh sample. Only members of the research team will have access to it. We will not send the sample anywhere else without asking your permission. If you change your mind later and decide not to take part in the study, then you should ask your parent or guardian to let us know by filling in a form to tell us what we should do with your DNA samples.
Will any genetic tests be done?
Tests will be done to try to find the faulty gene causing your problems or the problems in your family. We will not use the sample for any other genetic tests. We will use new technology to find the faulty gene more quickly, but we will only use it for studies appropriate for the condition in the family. Sometimes we may share your variants with other researchers on a database, but we do not use your name or any other details which would let anyone know it was found in you.
Who is organising the STUDY?
The University of Leeds.
Who has made sure that the study is DONE PROPERLY?
Before any research goes ahead it has to be checked by a Research Ethics Committee. They make sure that the research is alright to do. This study has been checked by the by the Leeds East Yorkshire Research Ethics Committee.
Thank you for reading this – please ask any questions if you need to.
CONTACT DETAILS
If you have any concerns other questions about this study or the way it has been carried out, you should contact the investigators in charge of running the study:
	Prof. Eamonn Sheridan:

Professor of Clinical Genetics
Section of Genetics

Wellcome Trust Brenner Building

Leeds Institute of Molecular Medicine

St James's University Hospital

Beckett Street

Leeds, LS9 7TF, U.K.

tel: (+44) 0113 206 5927

e-mail: E.Sheridan@leeds.ac.uk


	Prof. Colin A. Johnson:

Professor of Medical and Molecular Genetics
Section of Ophthalmology and Neurosciences

Wellcome Trust Brenner Building

Leeds Institute of Molecular Medicine

St James's University Hospital

Beckett Street

Leeds, LS9 7TF, U.K.

tel: (+44) 0113 343 8443

e-mail: C.Johnson@leeds.ac.uk
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