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Timeline of NIH Inclusion Policies

1986

• NIH 
encourages 
inclusion of 
women

1994

• NIH requires 
inclusion of 
women and 
racial and 
ethnic 
minorities

1998

• NIH requires 
inclusion of 
children

2017

• New phase 3 
reporting 
requirements

2019 2022

• NIH requires 
inclusion of 
individuals of all 
ages

• NIH clarifies 
phase 3 
project 
outcomes 
requirements
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More To Be Done

3Full report at https://nap.nationalacademies.org/read/26479/chapter/1

https://nap.nationalacademies.org/read/26479/chapter/1


Inclusion of Women and Members of Racial and Ethnic Groups

• 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 

• Additional requirements for NIH-
defined phase 3 clinical trials 
– Analysis of primary outcome by sex or 

gender, race and ethnicity 
• Status/results reported in progress 

reports/RPPR Project Outcomes

• If applicable clinical trial (ACT) must 
report results of analyses in 
Clinicaltrials.gov

4Policy Notice: NOT-OD-18-014

https://grants.nih.gov/grants/guide/notice-files/NOT-OD-18-014.html


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 

• Requires submission of individual-
level participant data in progress 
reports

–Sex or Gender
–Race
–Ethnicity
–Age at Enrollment

5Policy Notice: NOT-OD-18-116

https://grants.nih.gov/grants/guide/notice-files/NOT-OD-18-116.html


GAO Reports

All Recommendations Closed

https://www.gao.gov/products/gao-16-13

No Recommendations

https://www.gao.gov/products/gao-23-105245

https://www.gao.gov/products/gao-16-13
https://www.gao.gov/products/gao-23-105245


An NIH-wide Oversight System
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Human subjects and trial 
information in one place

Synchronized with Clinicaltrials.gov

Accepts individual-level participant data



Enhanced Reporting

8https://report.nih.gov/research/inclusion-women-and-minorities-clinical-research#/

https://report.nih.gov/research/inclusion-women-and-minorities-clinical-research#/


Collaboration
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“Although much work has 
focused on study-level 

strategies, research 
organizations must make 
systemic changes to how 

clinical trials are envisioned 
and implemented to achieve 

sustainable support for 
diversity and inclusion in 

clinical trials”

Corneli A, Hanlen-Rosado E, McKenna K, Araojo R, Corbett D, Vasisht K, Siddiqi B, Johnson T, Clark LT, 
Calvert SB. Enhancing Diversity and Inclusion in Clinical Trials. Clin Pharmacol Ther. 2023 Mar;113(3):489-
499. doi: 10.1002/cpt.2819. Epub 2023 Jan 11.

https://doi.org/10.1002/cpt.2819


Continuing the Conversation
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Event Page: https://www.nimhd.nih.gov/news-events/conferences-
events/inclusive-participation-clinical-research-workshop.html

https://www.nimhd.nih.gov/news-events/conferences-events/inclusive-participation-clinical-research-workshop.html
https://www.nimhd.nih.gov/news-events/conferences-events/inclusive-participation-clinical-research-workshop.html


Enrollment in NIH Clinical Research

US and non-US Enrollment for All NIH Clinical Research

Fiscal Year Total Enrollment US Only % US only Foreign only % Foreign only
2021 12,937,156 9,957,714 77.0% 2,979,442 23.0%
2022 97,162,052 95,165,832 97.9% 1,996,220 2.1%

2022 Adjusted* 10,751,975 8,755,755 81.4% 1,996,220 18.6%

US and non-US Enrollment for All NIH Phase 3 Clinical Trials

Fiscal Year Total Enrollment US Only % US only Foreign only % Foreign only
2021 666,800 441,034 66.1% 225,766 33.9%
2022 87,647,554 87,418,025 99.7% 229,529 0.3%

2022 Adjusted* 1,237,477 1,007,948 81.5% 229,529 18.5%

*2022 Adjusted excludes one outlier, a large COVID-19 social media NIH-defined Phase 3 clinical 
trial with over 86,000,000 participants. 



Sex or Gender Clinical Research Enrollment
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Sex or Gender NIH-defined Phase 3 Trial Enrollment
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Race U.S.-Only Clinical Research Enrollment
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Race U.S.-Only NIH-defined Phase 3 Clinical Trial Enrollment
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Ethnicity U.S.-Only Clinical Research Enrollment
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Ethnicity U.S.-Only NIH-defined Phase 3 Trial Enrollment
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Age in Clinical Research Enrollment
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Training and Resources

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

https://grants.nih.gov/policy/inclusion.htm
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Questions?



ADDITIONAL SLIDES
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Age at Enrollment in NIH Clinical Research by Narrow Age Groups
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**Includes all ages equivalent to less than one year, including all those reported in days, weeks, 
months and years.

* Includes ages reported in weeks, months, or years that are equivalent to less than 1 year.
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