
Decision Tree for Monitoring Inclusion Based on Sex/Gender, Race, and Ethnicity in Research 

Are humans involved (even if exempted under 45 CFR 46)? 

*Refer to application instructions, the relevant Funding Opportunity Announcement, and the inclusion policy page for additional guidance. 

No 

Yes 

Policy 
does not                    

apply 
Is the study designated an IRB exemption 4? 

Does the study meet the NIH definition for clinical research? 

Is the study an NIH-defined Phase III Clinical Trial? 

Address inclusion of 
individuals based on 
sex/gender, race, and 
ethnicity* in competing 
and non-competing 
applications. 

Address the inclusion of 
individuals based on 
sex/gender, race, and ethnicity, 
and plans for valid analysis* in 
competing and non-competing 
applications.  

No 
Yes 

Yes 

No 

Yes No 

http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html
http://grants.nih.gov/grants/forms.htm
http://grants.nih.gov/grants/funding/women_min/women_min.htm
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.101
http://grants.nih.gov/grants/glossary.htm#C
http://grants.nih.gov/grants/glossary.htm#P
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