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ASSENT FOR CHILD TO PARTICIPATE IN RESEARCH 

TITLE:  [Insert the full title of the research project]

SPONSOR: [Put the name of the sponsor here.] The sponsor is the individual or entity that is responsible for the oversight of the study. 

FUNDER: [Put the name of the organization/company providing funds, drugs and/or equipment here.] For example, if the study is funded by Canadian Institutes of Health Research (CIHR), then the University of Calgary would be considered the sponsor, and CIHR would be considered the Funder. If the funder and the sponsor are the same entity (for example, an industry sponsored study), then remove the Funder section and only include Sponsor. 

INVESTIGATORS: [State the name of the local Principal Investigator followed, if desired, by the names of co-investigators.]

[Put the main contact telephone numbers here, including area code]

My name is [identify yourself to the child by name].

We want to tell you about a research study we are doing.  A research study is a way to learn more about something.  We want to find out more about [insert topic and describe goals in simple language].  We are asking you to be in the study because [state why the child is being asked to participate].  About [enter #] children will be in this study.

We want to tell you about some things that will happen to you if you are in this study. 
Describe procedures, (e.g., questionnaires, activities) in words a child would know and understand.  Also include the number of visits and the time frame in words easily understood by a child. Pictures might be used as well. 
Example Statements: 
· You will be in this study for XX days 

· You will be in the study for [insert duration of participation].
· We will use a needle to take some blood from your arm [insert number] times.

· We will need you to [name of procedure] that will last [duration]. This is [a simple explanation of what will happen].  Your [parents/guardians/other] can be present in this [location].  

· We will ask you to sit with us and [talk about some things/look at some pictures].  It will take about 1 hour to do this

· We will ask you to answer some questions about XX.

Describe possible risks and discomforts in simple language. Take into account a child’s fears, and what is important to the child. 

· If blood is taken, indicate how much in a way that the child would understand (for example, in teaspoons). Also describe the possibility of bruising or swelling while giving blood, or other possible discomforts at the site where blood is drawn. 
· Describe any injections or side effects from study medications in simple terms (e.g. stomach aches instead of nausea, headache) . 

· Describe if being in this study will mean that the child will miss school or other activities that are important to them. 

Describe possible benefits to the child: 

Example Statements: 

· We don’t know if being in this study will help you. 
· We think 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] some day. 
· This study will help us learn more about [topic under investigation].

You don’t have to join this study.  It is up to you.  You can say yes or you can say no.  It’s OK if you say yes and then you change your mind later.  If you want to stop, then all you have to do is tell us or your [parents/guardian] you want to stop.  No one will be mad at you if you don’t want to be in the study or if you say yes now then want to stop later.

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 us or your [parents/guardian] that you have a question.

We will also talk to your parents about this study.  You can talk this over with them before you decide.

If you have a question later that you didn’t think of now, you can call or have your parents call [insert name(s)] at [insert phone number(s)]. 

WOULD YOU LIKE TO BE IN THIS RESEARCH STUDY?
 Yes, I want to be in this study. 
   No, I don’t want to do this.

________________________________
       
_____________________

Name of Child 




Date
________________________________

Name of Person who received assent

________________________________
       
_____________________

Signature of Person who received assent
Date
You will be given a copy of this paper to keep.
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Template Instructions:





Delete this boxed information, all instructional text in red, and any sections of the consent template that are not applicable to your study. 





Instructions and examples for informed consent authors are in [italics]





Blue text indicates that the Principal Investigator should provide the appropriate information before the document is reviewed with the prospective research participant. 





The font color of the finished consent document should be black. 





The reading level of the final consent should be grade 2, use a readability index such as � HYPERLINK "http://www.hemingwayapp.com" �http://www.hemingwayapp.com� to confirm





In the footer of every page insert the following information:  Ethics ID, PI, Study Title, Version Number, Version Date, and page number expressed as ‘Page X of Y’ (e.g. 1 of 2)





Note: this form can be used for minors aged 7-10 years old. 














Ethics ID: REBXX-XXXX

Study Title: insert study title here 

PI: list local PI name here 

Version number & Version date: 
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