Decision Tree for Post-Award Inclusion Reporting

Based on Sex/Gender and Race/Ethnicity

Are human subjects
involved?

an IRB exemption 47?

Policy does
not apply
Does the study meet the NIH
definition of clinical research?
Yes Address inclusion of

individuals based on
sex/gender and
race/ethnicity in
competing and non-
competing
applications.

Is the study an NIH-defined
Phase 3 clinical trial?

In competing and non-competing

applications, address inclusion of
individuals based on sex/gender and
race/ethnicity, and address valid
analyses. Report progress of analyses in
progress reports.

Reporting of analyses by
sex/gender and
race/ethnicity required
in Clinicaltrials.gov
within 12 months of the
primary completion date

Is the study an

Reporting of
analyses by
sex/gender and
race/ethnicity
not required in
Clinicaltrials.gov

applicable clinical
trial?



https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html#46.101
https://grants.nih.gov/grants/glossary.htm#ClinicalResearch
https://grants.nih.gov/grants/glossary.htm#NIHDefinedPhaseIIIClinicalTrial
https://grants.nih.gov/clinicaltrials_fdaaa/docs/Flow_chart-ACT_only.pdf
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