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EMORY UNIVERSITY/CHILDREN’S HEALTHCARE OF ATLANTA

ASSENT FORM FOR MINOR SUBJECTS

Title:

Principal Investigator:

Faculty Advisor
:
______________________________________________________________________________

This page to be filled out by research team at time assent is obtained:

Subject’s Age: _____years (If the child is younger than 6 years old, assent is not required.)

Subject’s Name: ______________________________
Check one box:

______________________________________________________________________________
· This child is 6 to 10 years old — must obtain subject’s verbal assent (subject’s signature not required)

                                         _____________________________________________________________________


      Signature of person soliciting assent of 6 to 10-year-old subject   Date

Time

______________________________________________________________________________
· This child is 11 to 17 years old — must obtain subject’s signature on page 2 of assent form to document assent

______________________________________________________________________________
· In my opinion, this child is unable or unwilling to provide informed assent for non-age-related reasons and the study holds out a prospect of direct benefit that is important to the health or well-being of the children and is available only in the context of the research, and the PI for this study has been informed of this determination.
· Reason(s):_________________________________________________________
__________________________________________________________________

__________________________________________________________________

       _____________________________________________________________________


       Signature of person soliciting assent (if above box is checked)     Date

Time
EMORY UNIVERSITY/CHILDREN’S HEALTHCARE OF ATLANTA

ASSENT FORM FOR MINOR SUBJECTS

Title:

Principal Investigator:

Faculty Advisor
:
INFORMATION ABOUT THIS STUDY
:

Examples of Headings to include:

· Why are you being asked to be in this study?
· Why is this study taking place?
· What will happen to you if you take part in the study?
· Will any part of the study cause pain?
· Will any part of the study make me feel uncomfortable?
· Who can you ask if you have questions about this form?
· Can you change your mind about being in the study at any time?
· Do you have to be in this study even if you don’t want to?
· Describe optional parts of the study, if any. (Provide space for subjects to initial and indicate their choice about each optional sub-study.)
For subjects 11 to 17 years old: if you agree to be in this study, please sign your name below.

       ________________________________________________________________________


Signature of 11 to 17-year-old Subject


        Date
   Time

       ________________________________________________________________________


Signature of person soliciting assent of 11-17 year old Subject   Date
   Time

�Use the full title of the study. You may add additional language to distinguish between consent forms for different cohorts or substudies as well.


�


Instructions for completing this section:


(a) If this is a FDA-regulated Clinical Investigation, enter the name of the individual who is actually conducting the Clinical Investigation (i.e., under whose immediate direction the study item is administered or dispensed.)


(b) If this is type of research study other than a FDA-regulated Clinical Investigation, enter the name of the individual who is primarily responsible for the design and conduct of the study (e.g., the principal investigator).





Include degrees and department affiliation.


�Faculty advisor should be added when overseeing student research projects


�Use the full title of the study. You may add additional language to distinguish between consent forms for different cohorts or substudies as well.


�


Instructions for completing this section:


(a) If this is a FDA-regulated Clinical Investigation, enter the name of the individual who is actually conducting the Clinical Investigation (i.e., under whose immediate direction the study item is administered or dispensed.)


(b) If this is type of research study other than a FDA-regulated Clinical Investigation, enter the name of the individual who is primarily responsible for the design and conduct of the study (e.g., the principal investigator).





Include degrees and department affiliation.


�Faculty advisor should be added when overseeing student research projects


��INSTRUCTIONS FOR STUDY STAFF: �This section is also to be used as a take-home information sheet for study subjects.  ��Ideally, assent documents should be short (no more than one page), and the discussion with the subject should be long.  This document should serve as a starting point for an age-appropriate discussion with the subject, and the subject should have ample opportunity to ask questions and get answers before she/he makes a decision on whether to participate.
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