
INSTITUTIONAL REVIEW BOARD
MODEL CHILD WRITTEN ASSENT FORM
Children/Adolescents ages 7-17
GENERAL INFORMATION

On the following pages is a model child assent form. As it is based on federal regulations which must be met, it will be of advantage to you to pattern your assent form on this model.

Brackets are used to give you instructions with regard to what information about your experiment/research you ought to include. Do not repeat instructions in your assent form, but simply put forth in your own words the information that the child/adolescent volunteer needs in order to understand the study and assent to participate.  Be sure the child understands before obtaining assent.
Please note that an informed consent form must also be completed by one parent (in the case of minimal risk studies) or both parents (in the case of more than minimal risk studies).

Researchers should tailor the assent form to the age and developmental level of the subjects.  While the adult/parental consent forms must have all categories, the child assent form may be made shorter and simpler if the child would not be able to understand the more detailed information.  Use wording that is as simple as possible.  Generally, forms are written at a fifth grade reading level for adolescents ages 13-17 and a third grade reading level for children ages 7-13.
Be sure adequate space is provided on the blank lines (signature, address, date, etc.) and between lines so that the writing is fully legible.

The entire complete assent form (not just the signature page) is to be prepared in duplicate for each child/adolescent volunteer involved in the research. One complete form with signatures is to be given to the child/adolescent and one to the parent/guardian.  The original complete form with signatures is to be retained by the investigator (or Department) for a period of not less than three years following the official termination of the project.

RESEARCH PROJECT DESCRIPTION

[BRIEF TITLE OF THE RESEARCH PROJECT]

TO _________________________________________


[Full Name of Volunteer]

My name is [give full name of principal investigator].  I’m a [professor] at [The University of Detroit Mercy].  I’m asking you to be in a research study.  Research is a way to help us learn new things.  Only people who decide they want to help will be in the study.  We’ll tell you about the study and then you should take time to make your decision.  You should talk to your parents or your guardian before you decide.

1. Why is this study being done? [Explain the study purpose in simple language.]

2. What will happen to me? [Explain the methods in simple language.  The nature of the child’s participation should be described, including any time commitment. If there will be any recording it should be described here.]

3. Will being in the study hurt me? [This section should include basic descriptions of the risks of the study that may include stress, distress, fear, anxiety, or pain.  If risks are only minimal, state “we don’t think you will be hurt by being in this study.”  If there are more than two risks, number the items or use bullets.]
4. What are the good things about being in the study? [This section should include information about any benefits that might exist for the subject, including payment.  If there are none, say there are none.  Number the items or use bullets if there are multiple benefits.]
5. How long will I be in the study?  [The time commitment should be described.]
6. Do I have other choices? [It should be clear that the child can leave the study or not participate.]
7. Will people know that I am in the study? [This should describe who will know that the child is in the study.  Also include a statement such as, “Anything you tell us or do for us might be found out by someone else, but we will do everything we can to keep anyone from knowing who is not supposed to.”]
8. Who should I ask if I have questions? [This should provide children with information about who to contact.  Please include contact information, such as phone number and e-mail address.  You can also remind children they can ask their parent or guardian questions.]
9. Is it ok if I say “No, I don’t want to be in the study?”  [This should state that “You do not have to be a part of this study if you don’t want to.  No one will be mad or upset.  If you change your mind during the study, you can decide to stop being in the study.”]
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INSTITUTIONAL REVIEW BOARD
ASSENT FORM
(Children and Adolescents 7-17)
Do you understand everything I just talked about?

 FORMCHECKBOX 
 I understand.  All my questions were answered.
Do you want to be in the study?

 FORMCHECKBOX 
 I want to be in the study.
 FORMCHECKBOX 
 I don’t want to be in the study.
____________________________________________

(Your name)

____________________________________________

__________________

(Your signature)






(Date)

____________________________________________

__________________

(Signature of person explaining the study)



(Date)

I will give you and your parents a copy of this form for you to keep in a safe place.  Your parents will also need to sign a form giving you permission to be in the study, and they will get a copy of that, too.
Revised 8/15/11

  Page 1 of 3

