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	Appendix C: Children as Research Participants

	In addition to the protection provided under the Common Rule (45 CFR 46), federal regulations (45 CFR 46 subpart D) provide additional protection for children involved in research such as obtaining assent from the child and permission of the parent(s)/guardian(s).

For research sponsored by the Environmental Protection Agency (EPA), see 40 CFR 26 Subparts C and D for further information.

For research sponsored by the Department of Defense (DoD) see DoD Directive 3216.02 for further information.

Most of the Exemptions applicable to research in adults (45 CFR 46.101) also apply to children.  However, the exemption at 45 CFR 46.101 (b) (2) for research involving survey or interview procedures or observations of public behavior does not apply when children are involved except for research involving observation of public behavior when the investigator(s) does not participate in the activities being observed.

For assistance in answering the following questions, please refer to the IRB Policy for “Vulnerable Subjects: Children” at http://www.irb.wayne.edu


	1. 
	Select the risk category that is most appropriate for the study.
	 FORMCHECKBOX 

Research not involving greater than minimal risk 

(Category 1) (45 CFR 46.404) 

 FORMCHECKBOX 

Research involving greater than minimal risk but with a potential for direct benefit to the individual participants  

(Category 2) (45 CFR 46.405) 

 FORMCHECKBOX 

Research involving greater than minimal risk and with no prospect of direct benefit to the child, but likely to yield generalizable knowledge about the child’s disorder or condition 

(Category 3) (45 CFR 46.406)*.

	2. 
	* Both parents must give signed informed consent for their child to participant in category 3 research. 

	3. 
	Select type of parental permission that will be used?  You may use more than one category if appropriate.

	 FORMCHECKBOX 
 Parental Permission/Full Consent Form (complete a, b, or c below, then go to Question #3 if this is the only type of parental permission planned for this study.) 
a. Will one or both parental signatures be required (please note, for level 1 and 2 risks, one parent signature is sufficient for permission)?  Yes      FORMCHECKBOX 
        No       FORMCHECKBOX 

b. If the research is level 3 risk, will permission of both parents be sought?     Yes      FORMCHECKBOX 
        No       FORMCHECKBOX 

c. If not, please provide justification and indicate how this will be documented in the research record.                                        Justification:       
 FORMCHECKBOX 
 Information Sheet [Waiver of Parental Permission]                   (complete a and b below)

a. How will the information sheets be distributed to the parents?  1st Class Mail      FORMCHECKBOX 
        Other:      
b. Provide justification for waiver of parental permission (convenience is not justification).

Justification:          
 FORMCHECKBOX 
 Waiver of Parental Permission is Requested 


(complete a-d below – please note, this can only be granted if the IRB determines that a research protocol is designed for conditions or for a subject population for which parental or guardian permission is not a reasonable requirement to protect the subjects – for example, neglected or abused children) 
a. Provide detailed justification for the request for a waiver of parental permission.         
b. Describe provisions for a child advocate or other plans for protection of rights of child during enrollment and throughout the study.         
c. Provide evidence that the waiver of parental permission is consistent with federal, state, or local law.         
d. Describe how the choice of an appropriate mechanism is determined by the nature and purpose of the activities described in the protocol, the risk and anticipated benefit to the research subjects, and their age, maturity, status, and condition.         
 FORMCHECKBOX 
 Waiver of Requirement for signed parental permission is requested for use with Oral Consent and Anonymous Information Sheet (complete a and b below)
a. Provide justification of waiver of requirement for signed parental permission (convenience is not an adequate justification).         
b. Describe how you will allow parents to sign a consent form, if they choose to do so, when a waiver of the requirement for a signed consent is granted.         

	4. 
	How will the child’s assent be obtained?
	 FORMCHECKBOX 
 Assent not required (age of child 6 or below)
 FORMCHECKBOX 
 Oral Assent will be obtained (child ages 7 through 12).  Please attach a script of the assent language planned for use. Signature line of person obtaining oral assent should be included in the parental permission form. 
 FORMCHECKBOX 
 Information Sheet (ages 13-17)
 FORMCHECKBOX 
 Written Adolescent Assent (ages 13-17) 
 FORMCHECKBOX 
 Consent Form with line for Written Assent (ages 13-17)
 FORMCHECKBOX 
 Request for a Waiver of Assent (provide protocol specific justification for why assent should/can be waived)
 FORMCHECKBOX 
 Most or all children in the study are likely to be unable to assent given the age, maturity, and psychological state.    
 FORMCHECKBOX 
 Child is likely to benefit from the study and the intervention or procedure is important to the health or well-being of the child and available only in the context of the research.  
 FORMCHECKBOX 
 A waiver may be judged for all children in the study or for each child, per the IRB review.  
 FORMCHECKBOX 
 Protocol Specific Justification for waiver of assent.  

Justification:


     
 FORMCHECKBOX 
 Describe when and how the assent will be obtained and documented.

Explain:


     

	4.
	Will research involving children be conducted outside of Michigan?
If yes:
· Describe who under the law of the local jurisdiction has not reached the legal age to consent to the procedures involved in this protocol.
· Provide supporting documentation for the above. (e.g. copies of national, state, or local law, or opinion of legal counsel).
For research involving a child conducted outside of Michigan, will a guardian, instead of a parent, be providing permission for a child?

If yes:
· Describe who under the law of the local jurisdiction is authorized to consent on behalf of the child to receive medical care.
· Provide supporting documentation for the above (e.g. copies of national, state, or local law, or opinion of legal counsel).


	 FORMCHECKBOX 
 Yes (describe as stated on the left)  
 FORMCHECKBOX 
 No
Describe:      
 FORMCHECKBOX 
 Yes (describe as stated to the left)  

 FORMCHECKBOX 
 No

Describe:      


	5.
	Children As Wards

Note: In order for this research to be conducted with children who are wards of the state or any other agency, institution, or entity under 45 CFR 46.406 or 407, the research must be:

1. Related to their status as wards; or

2. Conducted in schools, camps, hospitals, institutions, or similar settings in which the majority of children involved as subjects are not wards.

3. A child advocate must be appointed for each child that is a ward, in addition to any other individual acting on behalf of the child as guardian or in loco parentis. One individual may serve as advocate for more than one child. The advocate shall be an individual who has the background and experience to act in, and agrees to act in, the best interests of the child for the duration of the child’s participation in the research and who is not associated in any way (except in the role as advocate or member of the IRB) with the research, the investigator(s), or the guardian organization.
	Please complete the following regarding children as wards:
Provide written description of the child’s status as a ward.                  
Describe where the research will take place.                                     
Describe the person(s) who will serve as the child’s advocate.           
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