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INSTRUCTIONS FOR ASSENT FORM

This information is for investigator use when developing an assent form.  

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” 
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. This is separate from obtaining a parent or guardian’s permission for the child to participate (through a Parent/Guardian Informed Consent Form.)  
The assent form documents the minor’s participant’s affirmative agreement, or assent, to participate in a research project.  The investigator should respect the decision of a minor to NOT participate, even when the parent or legally authorized representative is willing to sign the Informed Consent Form.

· Young people under the age of 16 may have the capacity to give valid consent, depending on their maturity and capacity to understand the nature and consequences of involvement in the study.  However, committees recommend that researchers also get consent from the parents or guardians of children under the age of 16.
· For adolescents between the ages of 14 and 16, the assent form should closely follow the consent form used for consenting adult participants.  

· For minors between the ages of 11 and 14 HDEC recommends using a simple written assent form.  
· If younger than 11 the HDEC suggests using a brief information sheet and consent form, where possible including pictures. This information is primarily used to assist a verbal assent process to gauge the child’s affirmation of participation.
· With the suggestions above, it is very important to use language appropriate to the subject’s reading level.  Therefore, if your participant group would not understand the language used in our sample assent form, you must use language they will understand.  It may be necessary to use more than one form.  You should pilot these forms with children from those age groups to check whether it is pitched at the appropriate level.
· 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. Please proofread your informed consent before submitting.
· When appropriate, include the full name of the study sponsor (e.g. Health Research Council, Astro Zeneca).

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

ASSENT CHECKLIST
If you are using an assent form for 14-16 year olds, please use the HDEC checklist for informed consent 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 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.
Page 1 of 2

[image: image1.png]_1483945922.bin

