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template for University of the Witwatersrand human research ethics committee 
INFORMATION AND ASSENT FORM FOR 7–11-YEAR-OLDS
[image: image1.png]TITLE OF STUDY: Please insert the title of the study in simple, non-technical language  

INVESTIGATOR’S NAME:                                 
PHONE NUMBER(S):
INTRODUCTION 

Hello, my name is______________________________, I am a 

_____________________(designation) at the ____________. 

We want to tell you about a research study that we are doing. A research study is a way to learn more about something.

We would like to find out more about [explain study in simple, child-friendly language]. 

WHY HAVE I BEEN INVITED TO JOIN THIS STUDY?
You are being invited to join this study because [insert the reason for inclusion in simple, child-friendly language].

WHAT WILL I BE ASKED TO DO IN THIS STUDY?
If you would like to join this study, you will be asked to [describe the procedures using simple, child-friendly language. Include the number of visits and the amount of time required].

CAN ANYTHING BAD HAPPEN TO ME?

Describe possible risks and discomforts using simple, child-friendly language, e.g. “When you take the study medicine you might feel sick, for example, you may feel pain in your head, you may feel more tired, you may bleed more easily, you may have pain or feel sore in the part of your body where you got the injection.
Tell your parents and the study doctor if you feel sick.”

CAN ANYTHING GOOD HAPPEN TO ME?

Use any of the following statements that are appropriate:

Because the study is testing a new medicine we do not know if being in this study will help you.

We expect that the study will help you by [describe how].

We may learn something that will help other children with [insert name of condition or topic under investigation] in the future.
This study will help us learn more about [topic under investigation].

DO I HAVE TO BE IN THIS STUDY? 
No, you do not have to be on this study if you don’t want to. It is up to you. You can say yes now and change your mind later. All you have to do is tell us you want to stop. 
No one will be cross with you and if you don’t want to be in the study, or if you join the study and change your mind later and stop. 

Before you say yes or no to being in this study, we will answer any questions you have. If you join the study, you can ask questions at any time. Just tell the study doctor that you have a question. 
WILL ANYONE KNOW THAT I AM ON THE STUDY?

Explain how information will be kept confidential in simple, non-technical language.
WHAT IF I HAVE QUESTIONS TO ASK?
If you have any questions about this study, you can ask:

The chairperson of the ethics committee: 
Prof Paul Ruff
Tel: (011) 717 2301.

The Chief Executive Officer at South African Health Products Regulatory Authority: 

Boitumelo Semete

Tel: (012) 501 0413

Email: Boitumelo.Semete@sahpra.org.za
[insert study contact name and phone number].


ASSENT FORM

· ..… (Insert name of study doctor) has provided me with a copy of the Information Leaflet and Assent regarding the study.
· I have read this information (or it has been read to me) and I have had my questions answered. 
· I understand that I can stop or leave the study at any time, without it affecting my future care.  

      Yes, I understand the study and want to be on this study. 

      No, I do not want to be in this study.

________________________
Child’s Name   
__________________________                     ____________________
Child’s signature / Mark or thumbprint             Date
__________________________
Study Doctor’s Name          

__________________________                     ____________________
Study Doctor’s Signature                                 Date

Translator/other person explaining Assent (if applicable):
___________________________                _____________________
Name                                                             Designation
___________________________                _____________________
Signature                                                       Date



This Assent Form Template has been suggested by the Wits HREC (Medical) to assist you in drawing up and compiling your Assent Form in line with what the Wits HREC requires for Assent.     


Should there be anything that we have not included please add your relevant information and delete that which is not necessary.   The elements listed are to assist only. 


Please use simple, non-technical, child-friendly language.


PLEASE NOTE: To delete the ‘call out boxes’ click on the outline and delete. Statements in brackets and/or italics are instructions or examples and should not be included in the assent form.








Please date and version control document
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D. Approved by Wits HREC




E. Date approved: dd.mmm.yyyy
                                                                                    

	



