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INSTRUCTIONS FOR ASSENT FORM

This information is for investigator use when developing an assent form.   DO NOT INCLUDE THE INSTRUCTIONS OR CHECKLIST WITH YOUR FINAL ASSENT FORM DOCUMENT FOR PARTICIPANTS OR FOR IRB REVIEW.   

Definition of Assent: “Assent means a child's affirmative agreement to participate in research. Mere failure to object should not, absent affirmative agreement, be construed as assent” (45CFR46.402(b)).
The assent form is to be used when participants who, by age or circumstance, are not able to give legally effective informed consent.  When legally effective informed consent cannot be obtained, the investigator should obtain the “assent” of the minor or cognitively impaired participant.  This is separate from obtaining a parent or guardian’s permission for the child to participate (through a Parent/Guardian Informed Consent Form.)  BSU’s IRB require that the written assent of a minor child be sought when the child is 11 years of age or older, unless the child’s decision-making capacity is impaired.  
The assent form documents the minor’s or cognitively impaired participant’s affirmative agreement, or assent, to participate in a research project.  The investigator should respect the decision of a minor or cognitively imparted participate to NOT participate, even when the parent or legally authorized representative is willing to sign the Informed Consent Form.

· For adolescents between the ages of 15 and 17, the assent form should closely follow the consent form used for consenting adult participants.  See online Sample Assent Form (15-17).  

· For minors between the ages of 11 and 14 and for cognitively impaired individuals, the IRB recommends using a simple written assent form.  See online Sample Assent Form, (11-14).  

· If younger than 11, written assent is not required, but participants should be given an opportunity to decline verbally.  See online Sample Verbal Assent.

· With the suggestions above, it is very important to use language appropriate to the subject’s reading level.  Therefore, if your particular subject group would not understand the language used in our sample assent form for 15 to 17 year olds, you must use language they will understand.  If the subject population includes a wide range of ages it may be necessary to use more than one form.  

· You must obtain parent/guardian informed consent when using subjects under the age of 18.  See online Sample Parent/Guardian Informed Consent Form.
· Assent forms should be written in the second person (you statements).

· Assent forms must be free of spelling and grammatical errors.  It is important for the participant to fully understand what they are agreeing to do in your research study.  A form full of spelling and grammatical errors does not communicate and cannot serve its purpose. Please proofread your informed consent before turning it in to the IRB.

· When appropriate, include the full name of the study sponsor (e.g. National Institute of Health, National Science Foundation).

· Select a font type and size that is easy to read (e.g., Times New Roman 12-point font).  

· You do not have to use the same format as our sample assent forms, but the general requirements for informed consent must be included.
Checklist for developing assent form
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ASSENT CHECKLIST
NOTE: If you are using an assent form for 15-17 year olds, please see the online Instructions and Checklist for the Basic Informed Consent Form, as the information and required elements are the same.  Assent forms for 14 and younger require more simplified information.
The assent form should be simple enough for the child/cognitively impaired individual to understand.  It should briefly explain in basic terms:

 FORMCHECKBOX 
 They are being asked to participate in a research study;
 FORMCHECKBOX 
 The purposes of the research study;
 FORMCHECKBOX 
 An estimate of how much time is involved in participating;
 FORMCHECKBOX 
 What will happen to them if they agree to participate (e.g. “answer some questions”);
 FORMCHECKBOX 
 The foreseeable risks or discomforts they may experience (immediate risks/discomforts rather than future or theoretical possibilities);
 FORMCHECKBOX 
 The benefits which may reasonably be expected from the research;
 FORMCHECKBOX 
 That they should ask their parents or the researcher any questions they have about participating;
 FORMCHECKBOX 
 That their research is voluntary (up to them), and they may stop at any time;
 FORMCHECKBOX 
 That their parent/guardian knows they have been asked to be a part of the study.
Online Resources for Assent:
Office of Human Research Protection (OHRP):
45 CFR 46.402 Definitions
45 CFR 46.408 Requirements for permission by parents or guardians and assent by children
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