PARTICIPANT INFORMATION LEAFLET AND CONSENT FORM FOR USE BY PARENTS/LEGAL GUARDIANS

TITLE OF THE RESEARCH PROJECT:

REFERENCE NUMBER:

PRINCIPAL INVESTIGATOR:

ADDRESS:

CONTACT NUMBER:

Your child (or ward, if applicable) is being invited to take part in a research project.  Please take some time to read the information presented here, which will explain the details of this project.  Please ask the study staff or doctor any questions about any part of this project that you do not fully understand.  It is very important that you are fully satisfied that you clearly understand what this research entails and how your child could be involved.  Also, your child’s participation is entirely voluntary and you are free to decline to participate.  If you say no, this will not affect you or your child negatively in any way whatsoever.  You are also free to withdraw him/her from the study at any point, even if you do initially agree to let him/her take part.

This study has been approved by the Health Research Ethics Committee at Stellenbosch University and will be conducted 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?

· Explain in participant friendly language what your project aims to do and why you are doing it?

· Explain all procedures.

· Explain any randomization process that may occur.

· Explain the use of any medication, if applicable.

Why has your child been invited to participate?

· Answer this question clearly.

What will your responsibilities be?

· Answer this question clearly.

Will your child benefit from taking part in this research?

· Explain all benefits objectively.  If there are no personal benefits then indicate who is likely to benefit from this research, e.g. future patients  
Are there any risks involved in your child taking part in this research?

· Identify any risks objectively.

If you do not agree to allow your child to take part, what alternatives does your child have?

· Clearly indicate in broad terms what alternative treatment is available and where it can be accessed, if applicable.

Who will have access to your child’s medical records?

· Explain that the information collected will be treated as confidential and protected.  If it is used in a publication or thesis, the identity of the participant will remain anonymous.  Clearly indicate who will have access to the information.

What will happen In the unlikely event of your child getting injured in any way, as a direct result of taking part in this research study?

· Clarify issues related to insurance cover if applicable.  If any pharmaceutical agents are involved will compensation be according to ABPI guidelines (Association of British Pharmaceutical Industry compensation guidelines for research related injury which are regarded as the international gold standard)?   If yes, please include the details here.  If no, then explain what compensation will be available and under what conditions.

Will you or your child be paid to take part in this study and are there any costs involved?

You or your child will not be paid to take part in the study, but out-of-pocket expenses will be covered for each study visit.  There will be no costs involved for you if your child does take part. (Edit as applicable)
Is there any thing else that you should know or do?

· You should inform your family practitioner or usual doctor that your child is taking part in a research study.  (Include if applicable)

· You should also inform your medical insurance company that your child is participating in a research study (Include if applicable)

· You can contact Dr…………….. at tel…………… if you have any further queries or encounter any problems.

· You can contact the Health Research Ethics Committee at 021-938 9207 if you have any concerns or complaints that have not been adequately addressed by your child’s study doctor.

· You will receive a copy of this information and consent form for your own records.
Assent: Children with an intellectual age of 7 and above must give assent to participate in research. (Please adapt the separate assent template to your project and use it in conjunction with this template. The assent template is available at www.sun.ac.za/rds/)
Declaration by parent/legal guardian

By signing below, I (name of parent/legal guardian) …………………………………...……. agree to allow my child (name of child) ………………………………….… who is ………. years old, to take part in a research study entitled (insert title of study)
I declare that:

· I have read or had read to me this information and consent form and that it is written in a language with which I am fluent and comfortable.

· If my child is older then 7 years, he/she must agree to take part in the study and his/her ASSENT must be recorded on this form.

· I have had a chance to ask questions and all my questions have been adequately answered.

· I understand that taking part in this study is voluntary and I have not been pressurised to let my child take part.

· I may choose to withdraw my child from the study at any time and my child will not be penalised or prejudiced in any way.

· My child may be asked to leave the study before it has finished if the study doctor or researcher feels it is in my child’s best interests, or if my child do not follow the study plan as agreed to.

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

Signature of parent/legal guardian
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 understand 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) …………....……….. 2005.

Signature of investigator


Declaration by interpreter (Only complete if applicable)
I (name) ……………………………………………..……… declare that:

· I assisted the investigator (name) ………….…………………………. to explain the information in this document to (name of parent/legal guardian) ……...………………………... 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 parent/legal guardian fully understands the content of this informed consent document and has had all his/her questions satisfactorily answered.

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

Signature of interpreter
Signature of witness
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