NIH Policy and Guidelines on
The Inclusion of Women and
Minorities as Subjects in
Clinical Research
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Decision Tree for Monitoring Inclusion Based on Sex/Gender, Race, and Ethnicity in Research
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r'Refer to application instructions, the relevant Funding Opportunity Announcement, and the inclusion policy page for additional guidance. l

http //grants.nih.gov/grants/funding/women_min/Women_and_Minorities_Inclusion_Decision_Tree pdf



"Did prior studies indicate significant differences between subgroups?

- Have a plan to conduct valid analyses to distinguish the significant
differences between genders and/or racial/ethnic subgroups."

"Did prior studies not support significant differences between subgroups?

- Representation as subject selection standard is not required; however,
inclusion and analyses is encouraged.”

"Finally, if the prior studies neither supported nor negated significant
differences in intervention effects between subgroups, the researcher should
have a plan on how to conduct valid analyses of the intervention effect in

sex/gender and/or racial/ethnic subgroups."

POLICY DEFINITIONS
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1.http://grants1.nih.gov/grants/funding/women_min/guidelines_amended_10_2001.ht
m

2. http://grants.nih.gov/grants/funding/women_min/women_min.htm
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