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Information Sheet for Parent 
Title of study: Predictive genetic testing of children

We would like to invite you and/or other members of your family to take part in a research study. Before you decide if you are happy with this, we would like you to understand why the research is being done and what it would involve for you and your child. 

Purpose of the study

A genetic test can predict the likely onset of a disease many years in the future. In families, where there is a disease with an inherited cause, parent may wish to know whether their children have inherited it. However, when the onset of the disease is not expected for many years, professional guidelines state that such testing should be delayed unless there is a medical benefit (e.g. screening or treatment) to testing. 

Other types of genetic tests don’t predict a disease directly but may provide information about the reproductive risks of that person; the chance they might have children with a genetic condition. These guidelines also apply in this setting. For example, a karyotype test is used to tell if a person carries a balanced translocation. In families, where one parent is known to carry a balanced translocation, parents may wish to know whether their child also carries it.  

This study is part of a large project which is exploring the views of parents, young people, health care professionals and patient representatives about predictive genetic testing during childhood and the current professional guidelines. We also want to identify under which circumstances, if any, different people and groups of people think testing might be appropriate.   We hope that the findings will enable better communication between health care professionals and family members in the future.  
Why have I been invited to take part?

You have been invited because you have had an appointment with a genetics service and discussed having a genetic test for your child(ren) and they are at an age where they might be able to discuss their experiences. Your genetic service is collaborating with the University of Southampton in completing this research study.  It does not matter whether genetic testing was actually completed or not as we are interested in young people’s experiences of discussing genetic testing in childhood.

Why has my child been invited to take part?

Your child has been invited because it is important to include young people’s views within this research.  It does not matter whether genetic testing was actually completed or not as we are interested in young people’s experiences of discussing genetic testing in childhood. 

Do we have to take part?

You and your child are under no obligation to take part in this study. Whether or not your child takes part in the study is up to you and your child. If you agree they can take part and then later change your mind you are free to withdraw at any time and have their study data destroyed.  You are also completely free to decide that you will take part in the research but not your child. If this is the case only you will be approached by the research team. 

What will happen if we take part? 

The researcher will first carry out an in-depth interview with you, which we envisage will take around 1-1 ½ hours.  A separate or joint interview can be carried out if a partner would also like to take part. The interview will be conducted at a venue of your choice, usually your home or local hospital. The researcher will then arrange to carry out an in-depth one-to-one interview with your child which we envisage will take around 1-1½ hours. The interview will explore the young person’s experiences and views of genetic testing.  The questions and structure of the interview will be tailored to the young person’s age.  The interview will be conducted at a suitable venue, usually their home or local hospital. If the young person would like you to sit with them during the interview this can be arranged.

All interviews will be recorded with your permission. The recordings will then be transcribed and the data will enable us to identify key concepts/issues and dilemmas. The findings of the research will be published in academic and health professional journals. 

What are the possible disadvantages and risks of taking part? 

There is the possibility that talking about the genetic diagnosis in your family and that your children are at risk of having inherited it can be upsetting. If a participant does become upset the interview can be stopped at any time either temporarily or permanently. They can decide to withdraw from the study at any time and have their study data withdrawn. If issues arise during the interview that your child feel would benefit from further discussion then the research team can ask your clinical genetics team to contact you. 

What are the possible benefits of taking part?

While there may be no personal benefits to you and your child taking part in the study participants may find it helpful to have the opportunity to discuss their experience of considering a genetic testing for their child(ren). It is hoped that the data collected will contribute to a greater understanding of differing perspectives on the issues involved and lead to improved communication between health care professionals and families. 

Will my taking part in the study be kept confidential?
All data will be collected and stored securely to ensure its confidentiality. Each participant will be assigned a code number so that it will not be possible for anyone to identify an individual person from the data. All data is stored using that code number. The data collected will be confidential to the research team. However, in reporting the data it may be that some events or things that individuals have said will be reported. In such cases, every effort will be made to ensure that the individual concerned cannot be identified. We may in some cases use direct quotations but these will always be anonymised. In no cases will individual’s own names be used. Any data relating to individuals who the team feels may identify them will be excluded from reports or publications. 

What if there is a problem?

If you would like further information about the study or have any concerns about how it has been carried out please contact Dr Ingrid Holme.  She can be contacted on 023 8079 4489 or by email (I.Holme@soton.ac.uk).  If you have any complaint about the way you have been dealt with during the study, you can contact the Patient Advice Liaison Service (PALS) for advice by calling 023 8079 8498 or by calling into the Information Point just inside the main entrance of the Southampton General Hospital.     

What will happen to the results of the research study?

A research project website has been set up (www.southampton.ac.uk/cels) where participants can follow the research progress and findings.  Participants can receive a paper copy summary of the study’s main findings if they wish. The findings of the research will also be published in journals for people working in universities and in health care.

Who is organising and funding the research?

The research team organising the study is Dr Anneke Lucassen, Dr Angela Fenwick, Gillian Crawford and Dr Ingrid Holme from the University of Southampton and Dr Nina Hallowell from the University of Newcastle. We are also collaborating with colleagues from the Universities of Cardiff and Manchester. The study is funded by the BUPA Foundation which is an independent medical research charity. 

Who has reviewed the study?

All research in the NHS is looked at by an independent group of people, called a Research Ethics Committee. This study has been reviewed and given a favourable opinion by Southampton Research Ethics Committee A.

What do I do now?

If you are willing to take part in this study once you have read the Participant Information Sheet then please fill in Part A of the expression of interest form.  If you are happy for your child to take part please pass the information on to your child and if they are happy to participate, please both fill in Part B on the Expression of Interest form.  

The expression of Interest form should be return in the enclosed stamped addressed envelope. A member of the research team will then contact you and/or your child to discuss the study in more detail. If you and/or your child still wish to participate, the researcher will arrange a mutually convenient time and venue to complete the interview. Consent forms will be completed prior to the interview and this will be a further opportunity to ask questions. 
Further information

If you would like further information about the study or have any concerns about how it has been carried out please contact Dr Ingrid Holme (023 8079 4489, I.Holme@soton.ac.uk)
Thank you for taking the time to read this.
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