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PEDIATRIC RISK ASSESSMENT FORM 
· required for all IRB protocols involving subjects who are less than 18 years of age (unless the study is limited to emancipated minors)   –

Study Title:  

Principal Investigator/Faculty Sponsor:  

Risk/Benefit category assessment:

 FORMCHECKBOX 
 45 CFR 46.404 and 21 CFR 50.51 as applicable
Minimal Risk.  Not involving risk (physical or emotional) greater than that ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.  

· Where parental permission is to be obtained, the IRB must declare whether one or both parents must give permission for the child’s research participation.
 FORMCHECKBOX 
 45 CFR 46.405 and 21 CFR 50.52 as applicable
Greater than Minimal Risk but presenting the prospect of direct benefit to the individual subject.

· Where parental permission is to be obtained, the IRB must declare whether one or both parents must give permission for the child’s research participation. 
 FORMCHECKBOX 
 45 CFR 46.406 and 21 CFR 50.53 as applicable
Slightly Greater than Minimal Risk and no reasonable prospect of direct benefit to the individual subject, but likely to yield generalizable knowledge about the subject’s disorder or condition.

· Where parental permission is to be obtained, both parents must give permission unless one parent is deceased, unknown, incompetent, not reasonably available, or does not have legal responsibility for the care and custody of the child.

 FORMCHECKBOX 
 45 CFR 46.407 and 21 CFR 50.54 as applicable
Research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate serious problems affecting the health or welfare of children.

· Requires approval by the Secretary of Health and Human Services and/or the Commissioner of Food and Drugs, as applicable
· Where parental permission is to be obtained, both parents must give permission unless one parent is deceased, unknown, incompetent, not reasonably available, or does not have legal responsibility for the care and custody of the child.

Chair, Department of Pediatrics (or designee)
Date

___________________________________________


Title (designee only)

