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Inclusion of Women and Minorities in NIH Research

• Women and members of racial and 
ethnic minority groups must be 
included in all NIH-funded clinical 
research studies unless there is a 
compelling rationale for exclusion 
(NOT-OD-18-014)

• NIH-defined phase 3 clinical trials 
must be designed to permit 
analysis by sex/gender, race and 
ethnicity 
– Applicable NIH-defined phase 3 

clinical trials must report results 
of analyses in Clinicaltrials.gov
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https://grants.nih.gov/grants/guide/notice-files/NOT-OD-18-014.html
https://clinicaltrials.gov


Inclusion Across the Lifespan

• Individuals of all ages must be included in 
NIH human subjects research unless there 
are scientific or ethical reasons not to do so 
(NOT-OD-18-116)

– Effective for applications submitted for due 
dates on or after January 25, 2019 (and for 
contract solicitations issued and intramural 
studies initiated after that date)

• Submission of individual-level data on 
participant sex/gender, race, ethnicity 
and age at enrollment in progress 
reports required
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https://grants.nih.gov/grants/guide/notice-files/NOT-OD-18-116.html
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GAO 16-13



GAO Recommendations

1. Make IC-level enrollment data readily available through public 
means  CLOSED

2. Examine approaches for aggregating more detailed enrollment data 
at the disease and condition level  CLOSED

3. Ensure that program officers have a means of recording their 
monitoring of awardees plans for and progress in conducting 
analysis of potential sex differences  CLOSED

4. On a regular basis, systematically collect and analyze summary data 
regarding awardees’ plans for analysis of potential sex differences 
CLOSED

5. Report on this summary data and analysis in its regular report to 
Congress on the inclusion of women in research  CLOSED
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NIH Inclusion Across the Lifespan II Workshop, September 2, 2020

Report available on Inclusion Across the 
Lifespan website 

https://grants.nih.gov/policy/inclusion/lifespan
.htm

Recurrent Themes
• Select trial outcomes that reflect participant 

concerns
• Limit use of unnecessary 

inclusion/exclusion criteria
• Adequately weigh risks of excluding 

groups—like pregnant women and children 
—with that of their participation

• Minimize participant and caregiver burden
• Consider the diversity of individuals within a 

given group (e.g. size, comorbidities, diet, 
cognitive status)

• Regularly assess recruitment and 
retention and make modifications as needed
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https://grants.nih.gov/sites/default/files/IAL-II-Workshop-Report.pdf
https://grants.nih.gov/policy/inclusion/lifespan.htm


Communications and Training

https://www.youtube.com/watch?v=fYoNnIt_f1o

https://nexus.od.nih.gov/all/2020/12/10/so
me-thoughts-following-the-nih-inclusion-
across-the-lifespan-2-workshop/
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https://www.youtube.com/watch?v=fYoNnIt_f1o
https://nexus.od.nih.gov/all/2020/12/10/some-thoughts-following-the-nih-inclusion-across-the-lifespan-2-workshop/


NIH Clinical Research Enrollment by Sex or 
Gender, FY2019 – FY2021
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NIH-Defined Phase 3 Clinical Trial Enrollment 
by Sex or Gender, FY2019 – FY2021
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NIH U.S.-Only Clinical Research Enrollment, 
FY2019 – FY2021
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U.S.-Only NIH-Defined Phase 3 Clinical Trial 
Enrollment by Race, FY2019 – FY2021

1.1% 1.1% 0.6%

2.4% 3.2% 2.3%

18.1% 19.3%
14.2%

0.2% 0.3%

0.3%

73.2%
62.8% 74.5%

1.4% 5.6% 3.4%

3.7% 7.7% 4.7%

0.0

10.0

20.0

30.0

40.0

50.0

60.0

70.0

80.0

90.0

100.0

FY 2019 FY 2020 FY 2021

% Unknown
Not Reported

% More Than One Race

% White

% Native Hawaiian
Pacific Islander

% Black
African American

% Asian

% American Indian
Alaska Native



NIH U.S.-Only Clinical Research Enrollment by 
Ethnicity, FY2019 – FY2021
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U.S.-Only NIH-Defined Phase 3 Enrollment by 
Ethnicity, FY2019 – FY2021
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NIH Clinical Research Enrollment by Broad Age Groups, FY 2021
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NIH Enrollment in Clinical Research by Narrow Age Groups, FY 2021

* Includes ages reported in weeks, months, or years that are equivalent to less than 1 year.
**includes all individuals less than 1 year. Age reported in units from days to years. 15



NIH Inclusion Data by Research, Condition, and Disease Categories

Data available on the RePORT website at https://report.nih.gov/RISR/#/
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https://report.nih.gov/RISR/#/
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https://www.nationalacademies.org/our-work/improving-the-representation-of-women-
and-underrepresented-minorities-in-clinical-trials-and-research https://ctti-clinicaltrials.org/our-work/quality/diversity/

https://covid19community.nih.gov/

Current Efforts

https://www.nationalacademies.org/our-work/improving-the-representation-of-women-and-underrepresented-minorities-in-clinical-trials-and-research
https://ctti-clinicaltrials.org/our-work/quality/diversity/
https://covid19community.nih.gov/


RESOURCES
Inclusion of Women and Minorities 
https://grants.nih.gov/grants/funding/women_min/women_min.htm
Inclusion Across the Lifespan
https://grants.nih.gov/grants/funding/lifespan/lifespan.htm

inclusion@mail.nih.gov

WEB

EMAIL

https://grants.nih.gov/grants/funding/women_min/women_min.htm
https://grants.nih.gov/grants/funding/lifespan/lifespan.htm
mailto:inclusion@mail.nih.gov
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