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Subpart D (Children) 
When reviewing research with children as subjects, in addition to ensuring adherence to the general regulatory requirements of 45 CFR part 46, Subpart A, the IRB also must consider the potential benefits, risks, and discomforts of the research to children and assess the justification for their inclusion in the research. In assessing the risks and potential benefits, the IRB should consider the circumstances of the children to be enrolled in the study-for example their health status, age, and ability to understand what is involved in the research-as well as potential benefits to subjects, other children with the same disease or condition, or society as a whole. 
For any protocol involving children, the IRB must determine which of the four categories of research apply to that study, if any. OHRP recommends that the IRB document the rationale for this choice.
 
The HHS regulations at 45 CFR part 46, subpart D permit IRBs to approve three categories of research involving children as subjects.  
Please check/select the one category that best describes the risk, benefits, andappropriate consent requirements for the study. 
Permission and Assent Procedures 
Assent means a child's affirmative agreement to participate in research. Mere failure to object should not, absent affirmative agreement, be construed as assent. 
Permission means the agreement of parent(s) or guardian to the participation of their child or ward in research. 
Guardian means an individual who is authorized under applicable state or local law to act on behalf of a child.
Type of Permission Required: If Category 1 or Category 2 was selected above, identify which of the following will be used.  
This information should be consistent with what is included throughout the IRB application, especially Section 14 (Assent Background).  
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