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 RESEARCH INVOLVING CHILDREN (<18 YEARS OLD)† AS SUBJECTS 
After risk and benefit are determined, use this flow-chart to find the regulations under which research is approvable. 

    
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Is risk greater 
than minimal? NO 

YES 

Is there potential 
direct benefit for 

subjects? YES 

NO 

Is there benefit to 
understanding the 

subject’s 
disorder? 

Is risk justified by 
the benefit to the 

subject? (risk 
range—minor over 

min. to high) 

Is risk/benefit ratio 
at least as favorable 

as available 
alternatives?

Y
E
S 

• 1 parent/guardian signature required 
• See page 2 for waiver and assent 

information. 

Does research present 
opportunity to 

understand, prevent or 
alleviate serious 

problem affecting 
children? 

YES 

• 1 parent/guardian signature required 
• See page 2 for waiver and assent 

information. 

NO 

Is likely 
knowledge of 

vital 
importance? 

HHS*  
approval 
granted? 

Y
E
S 

Is research commensurate 
with subjects’ actual or 

expected medical, dental, 
psychological, social, or 
education experiences?

YES 

• 2 parents/guardian 
signatures required 

• Advocate required when 
subject is a ward of state 

• See page 2 for waiver and 
assent information. 

NO 

YES 

NO 

Is risk 
minor over 
minimal?

Y 
E 
S 

NO 

NO 

NO 

YES 

• 2 parents/guardian signatures required 
• Advocate required when subject is a 

ward of state 
• See page 2 for waiver and assent 

information. 

YES 

Research cannot be conducted. NO 

NO 
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Individually assess each study arm, group, or cohort

†See UM-HRPP OM for exceptions to 18 as the age of legal consent in Michigan. 



CHILDREN IN RESEARCH 
REQUIRED ELEMENTS FOR PARENTAL PERMISSION AND ASSENT 

    
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
Minimal risk  

PERMISSION/ 
SIGNATURES ASSENT OF SUBJECT PARENTAL PERMISSION WAIVERS THAT 

MAY BE GRANTED 

1 
parent/guardian 

Usually required for >7 unless IRB determines one of 
the following applies: 1. Capabilities of children so 

limited they cannot be consulted. 2. Study offers 
important benefit unavailable outside of the research. 3. 
Assent can be waived under same criteria as allowed for 

informed consent. 

OHRP—permission,  parental permission 
w/alternate mechanisms, waiver of 

documentation of parental permission 
FDA—waiver of documentation of 

parental permission 

 
Greater than minimal risk 
Potential Direct benefit  

Minor over minimal risk 
Benefit to understanding 

the subject’s disorder 
though no direct benefit 

PERMISSION/ 
SIGNATURES ASSENT OF SUBJECT PARENTAL PERMISSION WAIVERS THAT 

MAY BE GRANTED 

1 
parent/guardian 

Usually required for >7 unless IRB determines one 
of the following applies: 1. Capabilities of some or 

all children is so limited they cannot be consulted.  2. 
Study offers important benefit unavailable outside of 

the research. 

OHRP—parental permission w/alternate 
mechanisms 

FDA—not applicable to FDA regulated 
research 

Determine risk and 
category of allowable 
children’s research 

Research not otherwise 
approvable but presents an 

opportunity to help a serious 
problem affecting children 

PERMISSION/ 
SIGNATURES ASSENT OF SUBJECT PARENTAL PERMISSION WAIVERS 

THAT MAY BE GRANTED 
2 parents** 

Wards: Guardian (signs 
consent document) and 

Advocate (does not have to 
sign consent document)**** 

Usually required for >7 unless IRB determines 
one of the following applies: 1. Capabilities of 
some or all children is so limited they cannot be 
consulted.  2. Study offers important benefit 
unavailable outside of the research.

OHRP—parental permission 
w/alternate mechanisms 

FDA—not applicable to FDA 
regulated research 

PERMISSION/ 
SIGNATURES ASSENT OF SUBJECT PARENTAL PERMISSION WAIVERS 

THAT MAY BE GRANTED 
2 parents** 

Wards: Guardian (signs 
consent document) and 

Advocate (does not have to 
sign consent document)**** 

Usually required for >7 unless IRB determines 
one of the following applies: 1. Capabilities of 
some or all children is so limited they cannot be 
consulted.  2. Study offers important benefit 
unavailable outside of the research.

OHRP—parental permission 
w/alternate mechanisms  

FDA—not applicable to FDA 
regulated research 

This document prepared for use by IRBMED in applying federal regulations. See footnotes (right) for references.  Contact June Insco, insco@umich.edu if you have questions or comments. Version 7/16/08. 
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The IRB must determine if assent will be required.  
If required: 
• the IRB must determine if exceptions can be 

made by the investigator or by the IRB 
• whether and how assent must be documented 
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