PARTICIPANT INFORMATION LEAFLET AND CONSENT FORM

TITLE OF THE RESEARCH PROJECT:

How do children and their families react following a traumatic event? 
REFERENCE NUMBER:
PRINCIPAL INVESTIGATOR: Proffessor Mark Tomlinson
ADDRESS: Department of Psychology, Wilcocks Building, Ryneveld Street, Stellenbosch, 7600 
CONTACT NUMBER: 0833014868
Why are we doing this research? 
We would like to invite you to join in our research study. Before you decide whether to take part, it is important that you know why the research is being done and what it involves. Please ask the research team any questions that you have about any part of this project.  It is very important that you understand what this research is about and how you could be involved.  Also, taking part in the research study is entirely voluntary – it is completely up to you to decide if you want to be part of our study.  If you say no, this will not affect you negatively in any way.  You are also free to stop taking part in this study at any time, even if you do agree to take part, without needing to give a reason. There will be no problem should you choose to stop taking part and your normal health care will not be negatively affected. 
Who has reviewed the study? 

Before any research goes ahead it has to be reviewed by a Research Ethics Committee. They make sure that the research is fair. Your project has been checked and been given approval by the Health Research Ethics Committee at Stellenbosch University and will be run according to the ethical guidelines and principles of the International Declaration of Helsinki, South African Guidelines for Good Clinical Practice and the Medical Research Council (MRC) Ethical Guidelines for Research.

What is this research study all about?

We are running a research study looking at how children cope with being involved in any kind of frightening experience. We hope that 20 parents and their child will take part. Many children feel afraid or upset following frightening experiences, and for some these feelings can be very strong or can last a long time. Parents may be able to help children with their feelings following frightening events, and we want to learn more about the ways in which they can do this. If we can find out more about the things parents do that are particularly helpful for children, then in the future we may be able to provide better information for families about ways of helping children to cope with frightening events. 
Why have I been invited to take part?
You have been invited to participate because you have a child aged between 6 and 16 years who experienced a frightening event. 
What happen if I take part?
Researchers would spend 40-minutes to 1-hour asking you some questions. They will ask for some background information about yourself and your family, and will also ask about your child’s frightening experience(s) and their thoughts, feelings and behaviours since. Also, the researcher will spend time asking about your own reactions to your child’s experience, including any support that you have received, needed or provided. If you agree, we will record what you say during the interview so that we can study the responses to our interviews.  The assessment can be completed in your home or at the research center if you prefer.  
In addition, we would like to invite your child to meet with our researcher to answer some questions about their frightening experience, and their thoughts, feelings and behaviours since. This will take about 10 minutes, and your child can complete the questionnaires at the same time as you. Even if your child does not want to take part, you may still be able to join in our study. 
What are the possible benefits of taking part? 
Taking part in our study is unlikely to be of direct help to you, although some people find it helpful to have the chance to talk about distressing events. We hope that the research will help us understand how parents and others can best support children following a frightening experience, and may result in better care in the future for children who are experiencing difficulties following a frightening event. 
Who is running this research?

This study is a joint project between Stellenbosch University and the University of Bath (UK), which is funding the study. 
Are there any risks involved in taking part in this research?

Although talking about frightening events can be upsetting, we do not think that it is likely that parents or children taking part in our study will become very distressed as a result. If the interview or questionnaire does prove very upsetting for you or your child, study researchers will be available to help. If necessary, they can put you in touch with health professionals who are experienced in working with children and their parents. 

What happens to my information if I stop taking part the study?

If you withdraw from the study it is up to you whether we use any information we have already collected. If you want your information to be removed from the study then you just need to let us know and your data will be destroyed.

Will anyone else know I’m doing this?
All information collected during the research will be kept strictly confidential. This means we will not share any of the personal information you provide us with anoyone outside the research study team. The assessments that you complete will be labelled with a number, not with your name, and will be kept securely in locked cabinets or on secure servers at the University. Assessments will only be looked at by the researcher team. Your assessments will be kept for 10-years after the study has finished and then will be destroyed. The only time that we would share your information without your agreement is if we believe that you or someone else is at serious risk of harm or danger. In this case, we would talk to you first. 

The results of the study may be published in order to help other families who have experienced frightening events, but we would not publish any details that might identify you or your child. We would not share your personal details or other information that is likely to identify you or your child.  

Will I be paid to take part in this study and are there any costs involved?

Each family will receive R120 as a thank you for taking part in the study. If you would like to complete the questionaire or interview at the research center we will also pay any transport expenses.  There will be no costs involved for you if you do take part in the study.
Is there any thing else that I should know or do?

· You can contact Professor Mark Tomlinson at tel. 0833014868 if you have any further questions or experience any problems.

· You can contact the Health Research Ethics Committee at 021-938 9207 if you have any concerns or complaints that the research team have not been able to help with.
· We will give you a copy of this information sheet and consent form to keep.

Declaration by participant

By signing below, I …………………………………..…………. agree to take part in a research study entitled Psychological Support for Children Following Trauma: Investigation of an Extreme High-Risk Community (PsySoCT).
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 I am happy with the answers given to any questions.
· I understand that taking part in the study is voluntary for myself and my child; we have decided ourselves whether or not to join in the research and we have not been pressurised to take part.

· My child and I may choose to leave the study at any time and we will not be penalised or prejudiced in any way.

· My child and I may be asked to leave the study before it has finished, if the research team feels it is in our best interests, or if we do not follow the study plan, as agreed to.
· I agree to both myself and my child taking part in the above study.

Signed at (place) ......................…........…………….. on (date) …………....……….. 2014.

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) …………....……….. 2014.

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) …………....………………..

Signature of interpreter
Signature of witness
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