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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
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Policy 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

3Policy Notice: NOT-OD-18-116

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


Now Annual

4https://report.nih.gov/research/inclusion-women-and-minorities-clinical-research#/

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


Resources
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https://grants.nih.gov/sites/default/files/Allowable-

costs-related-to-participant-inclusion-activities.pdf
https://grants.nih.gov/sites/default/files/IAL-

Case-studies-for-Extramural-community.pdf

https://grants.nih.gov/sites/default/files/Allowable-costs-related-to-participant-inclusion-activities.pdf
https://grants.nih.gov/sites/default/files/Allowable-costs-related-to-participant-inclusion-activities.pdf
https://grants.nih.gov/sites/default/files/IAL-Case-studies-for-Extramural-community.pdf
https://grants.nih.gov/sites/default/files/IAL-Case-studies-for-Extramural-community.pdf


Collaboration
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Diversity Maturity Model for Organizational-Level Strategies 
https://ctti-clinicaltrials.org/wp-content/uploads/2023/05/CTTI_Diversity-Maturity-Model_FINAL.pdf

CTTI’s Diversity Maturity Model Purpose: 

Provide a guide for 

research organizations to:

– Assess their current 
organizational 
infrastructure for 
increasing diversity in 
clinical trials, and

– Identify a desired future 
state – desired levels of 

development may vary

https://ctti-clinicaltrials.org/wp-content/uploads/2023/05/CTTI_Diversity-Maturity-Model_FINAL.pdf


FY2023 Data Overview

Total Inclusion Enrollment Reports (IERs)
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Fiscal Year Total IERs

IERs Without 

Enrollment

IERs With 

Enrollment US Site IERs

Non-US Site 

IERs

Female Only 

IERs

Male Only 

IERs

IERs 

Excluding 
Male only 

and Female 

only*

2021 25,941 11,320 14,621 13,129 1,492 1,616 693 12,312

2022 27,971 11,879 16,092 14,507 1,585 1,737 794 13,561

2023 28,167 11,719 16,448 14,772 1,676 1,821 757 13,870

Fiscal Year Total IERs

IERs 

Without 
Enrollment

IERs With 

Enrollment

US Site 

IERs

Non-US 

Site IERs

Female 

Only IERs

Male Only 

IERs

IERs 

Excluding 
Male only 

and Female 

only*

IERs 

requiring 
valid 

analysis

2021 1,010 416 594 464 130 101 33 460 961

2022 1,166 424 742 591 151 113 39 590 1138

2023 1,187 395 792 616 176 121 40 631 1124

Total Phase 3 Inclusion Enrollment Reports (IERs)



U.S. Only vs. Non-U.S. Enrollment

U.S. and Non-U.S. Enrollment in Clinical Research
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Fiscal Year Total Enrollment

U.S. only 

Enrollment % U.S only

Non-U.S. only 

Enrollment % Non-U.S. 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%

2023 12,258,841 9,247,082 75.4% 3,011,759 24.6%

Fiscal Year Total Enrollment US Only % US only Non-U.S. only % Non-U.S. 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%

2023 832,222 516,750 62.1% 315,472 37.9%

U.S. and Non-U.S. Enrollment in NIH-Defined Phase 3 CTs

*excludes outlier study with approximately 86 million participants



NIH Clinical Research Enrollment by Sex or Gender

9



NIH-Defined Phase 3 Enrollment by Sex or Gender
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Enrollment in NIH Clinical Research by Race
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Enrollment in NIH-Defined Phase 3s by Race

12



NIH Clinical Research Enrollment by Ethnicity
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NIH-Defined Phase 3 Clinical Trial Enrollment by Ethnicity
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NIH Clinical Research Enrollment by Broad Age Groups
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Clinical Research Enrollment by Narrow Age Groups
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**includes all participants less than 1 year of age, reported in units from minutes to years.
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Questions?


	NIH Inclusion Update
	Inclusion of Women and Members of Racial and Ethnic Groups
	Inclusion Across the Lifespan
	Now Annual
	Resources
	Collaboration
	CTTI’s Diversity Maturity Model Purpose:

	FY2023 Data Overview
	Total Inclusion Enrollment Reports (IERs)
	Total Phase 3 Inclusion Enrollment Reports (IERs)

	U.S. Only vs. Non-U.S. Enrollment
	U.S. and Non-U.S. Enrollmentin Clinical Research
	U.S. and Non-U.S. Enrollmentin NIH-Defined Phase 3 CTs

	NIH Clinical Research Enrollment by Sex or Gender
	NIH-Defined Phase 3 Enrollment by Sex or Gender
	Enrollment in NIH Clinical Research by Race
	Enrollment in NIH-Defined Phase 3s by Race
	NIH Clinical Research Enrollment by Ethnicity
	NIH-Defined Phase 3 Clinical Trial Enrollment by Ethnicity
	NIH Clinical Research Enrollment by Broad Age Groups
	Clinical Research Enrollment by Narrow Age Groups




Accessibility Report



		Filename: 

		03-Corbett_508c.pdf






		Report created by: 

		


		Organization: 

		





[Enter personal and organization information through the Preferences > Identity dialog.]


Summary


The checker found no problems in this document.



		Needs manual check: 2


		Passed manually: 0


		Failed manually: 0


		Skipped: 0


		Passed: 30


		Failed: 0





Detailed Report



		Document




		Rule Name		Status		Description


		Accessibility permission flag		Passed		Accessibility permission flag must be set


		Image-only PDF		Passed		Document is not image-only PDF


		Tagged PDF		Passed		Document is tagged PDF


		Logical Reading Order		Needs manual check		Document structure provides a logical reading order


		Primary language		Passed		Text language is specified


		Title		Passed		Document title is showing in title bar


		Bookmarks		Passed		Bookmarks are present in large documents


		Color contrast		Needs manual check		Document has appropriate color contrast


		Page Content




		Rule Name		Status		Description


		Tagged content		Passed		All page content is tagged


		Tagged annotations		Passed		All annotations are tagged


		Tab order		Passed		Tab order is consistent with structure order


		Character encoding		Passed		Reliable character encoding is provided


		Tagged multimedia		Passed		All multimedia objects are tagged


		Screen flicker		Passed		Page will not cause screen flicker


		Scripts		Passed		No inaccessible scripts


		Timed responses		Passed		Page does not require timed responses


		Navigation links		Passed		Navigation links are not repetitive


		Forms




		Rule Name		Status		Description


		Tagged form fields		Passed		All form fields are tagged


		Field descriptions		Passed		All form fields have description


		Alternate Text




		Rule Name		Status		Description


		Figures alternate text		Passed		Figures require alternate text


		Nested alternate text		Passed		Alternate text that will never be read


		Associated with content		Passed		Alternate text must be associated with some content


		Hides annotation		Passed		Alternate text should not hide annotation


		Other elements alternate text		Passed		Other elements that require alternate text


		Tables




		Rule Name		Status		Description


		Rows		Passed		TR must be a child of Table, THead, TBody, or TFoot


		TH and TD		Passed		TH and TD must be children of TR


		Headers		Passed		Tables should have headers


		Regularity		Passed		Tables must contain the same number of columns in each row and rows in each column


		Summary		Passed		Tables must have a summary


		Lists




		Rule Name		Status		Description


		List items		Passed		LI must be a child of L


		Lbl and LBody		Passed		Lbl and LBody must be children of LI


		Headings




		Rule Name		Status		Description


		Appropriate nesting		Passed		Appropriate nesting







Back to Top
