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Page 1 of 2

[Insert title of the study.]

1.
My name is [Identify yourself to the child by name, if appropriate].

2.
We are asking you to take part in a research study because we are trying to learn more about [Outline what the study is about in language that is both appropriate to the child’s maturity and age]
3.
If you decide to be in this study [Describe what will take place from the child’s point of view in language that is both appropriate to the child’s maturity and age]
4.
Sometimes things happen in research studies.  Some of the bad things that could happen are: [Describe any risks to the child that may result from participation in the research].  Some of these things might happen to you or they might not.   Or things might happen that we don’t know about yet.

5.
People also have good things happen to them when they are in research studies.  The good things may be [Describe any benefits to the child from participation in the research].

6.
[Indicate if the child receives any payment for being in the research.  If not, this item can be deleted.]
7.
Please talk this over with your parents before you decide whether or not to take part in this study. We will also ask your parents to give their permission for you to take part in this study.  But even if your parents say “yes” you can still decide not to do this.  

8.
If you don’t want to be in this study, you don’t have to. [If applicable and appropriate, describe or let the child know the possible alternative(s).]  You may stop being in this study any time.  Remember, being in this study is up to you and no one will be upset if you don’t want to take part in this study or even if you change your mind later and want to stop.  [If applicable, indicate that sometimes it is not possible to stop the study all at once and why.]
9.
You can ask any questions that you have about the study.  If you have a question later that you didn’t think of now, you can call me [Insert your telephone number] or ask me next time. [If applicable:  You may call me at any time to ask questions about your disease or treatment.]
10.
Putting your name at the bottom means that you have decided to be in this study. You and your parents will be given a copy of this form after you have signed it. 

____________________________________


Name of Subject






____________________________________
____________________


(Please put your name here ()
Date


___________________________________



*Name of Person Obtaining Assent

 

___________________________________

____________________

*Signature of Person Obtaining Assent
Date (must be same as Subject’s)

* The name of the person obtaining an assent is an  optional part of this form; however, if you leave these lines in the assent, you must obtain and enter both the name and signature at the time of assent.

Parental permission:  

Depending on the types of research ( defined in 45CFR46 Subpart D), the consent of either one or two parents will be determined (45CFR46 404, 405, 406, 407 and 408). http://www.access.gpo.gov/nara/cfr/waisidx_03/45cfr46_03.html 

	Type of Research
	Who should sign the assent and permission forms

	No greater than minimal risk (45CFR46 404)
	Assent of the child and permission of at least one parent

	Greater than minimal risk and prospect of direct benefit (45CFR46 405)
	Assent of the child and permission of at least one parent

	Greater than minimal risk and no prospect of direct benefit (45CFR46 406)
	Assent of the child and permission of both parents

	Any other research (45CFR46 407)
	Assent of the child and permission of both parents


Version Date:
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