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Disclaimer

• This presentation represents the personal opinions of the speaker 
and does not necessarily represent the views or policies of FDA

• No conflicts of interest to declare
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FDA Office of Minority Health and Health Equity 
(OMHHE)

Mission
To promote and protect the health of 
diverse populations through research 
and communication that addresses 
health disparities. 

Vision
To create a world where health equity 
is a reality for all. 
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What We Do

Research and Collaboration Outreach and Communication



5

What We Do

Research and Collaboration Outreach and Communication



2012 FDA Safety and Innovation Act (FDASIA) Section 907 
Action Plan Priorities & Strategies

FDA Guidance Documents
Public Meetings

Tools to support diverse clinical
trial participation

Drug Trials Snapshots
(Center for Drug Evaluation and 

Research)

(QUALITY) (PARTICIPATION) (TRANSPARENCY)



FDA Guidance Documents for Industry



Diversity in Clinical Trials Campaign

Videos Newsletters &
E-alerts

Webpage Stakeholder 
Collaboration

Podcasts Social Media

Communications 
Toolkit

Culturally &
Linguistically

Tailored



Diverse Participation in Clinical Trials 
Videos I Podcast



Clinical Trial Diversity Social Media Outreach



Clinical Trial Diversity Resources



Stakeholder and Community Engagement 



Examples of Stakeholder and 
Community Engagement



Let’s Take Charge!

https://minorityhealth.hhs.gov/letstakecharge/ 



Engaging Community Providers in Clinical Research

Woodcock J, Araojo R, Thompson T, Puckrein GA. Integrating Research into Community Practice - Toward 
Increased Diversity in Clinical Trials. N Engl J Med. 2021 Oct 7;385(15):1351-1353.



2015-2019: FDA DRUG TRIALS SNAPSHOTS
Five-Year Summary and Analysis of Clinical Trial Participation and Demographics
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U.S. Racial and Ethnic Participation in Global Clinical Trials

Lolic M, Araojo R, Okeke M, Temple R. U.S. racial and ethnic participation in global clinical trials by 
therapeutic areas. J Clin Pharm Ther. 2021 Sep 20. 



Geographic Breakdown Across Therapeutic Areas-Overall Trials Population



U.S. Ethnicity Breakdown Across Therapeutic Areas



U.S. Race Breakdown Across Therapeutic Areas
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Enhance Equity Initiative

OMHHE’s Enhance Equity Initiative highlights research 
projects and communication resources to enhance:

• EQUITY in clinical trials by supporting efforts to 
advance diversity in clinical trials,

• EQUITABLE data efforts by increasing data available on 
diverse groups including, but not limited to, ethnicity, 
race, age, disability and geography, and

• EQUITY of voices by amplifying FDA’s communication 
with diverse groups to ensure stakeholders, including 
consumers, are informed about FDA’s efforts and to 
understand diverse patient perspectives, preferences 
and unmet needs.

https://www.fda.gov/consumers/enhance-equity-initiative/enhance-equity-clinical-trials
https://www.fda.gov/consumers/enhance-equity-initiative/enhance-equitable-data-efforts
https://www.fda.gov/consumers/enhance-equity-initiative/enhance-equity-voices
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Thank You!

Follow us at: @FDAHealthEquity

Email us at: OMHHE@fda.hhs.gov

Visit us at: FDA.gov/HealthEquity

Join webinars and stakeholder calls
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