
NASEM Report to Congress: 
Improving Representation in Clinical 
Trials and Research 

https://nap.nationalacademies.org/catalog/26479/improving-
representation-in-clinical-trials-and-research-building-
research-equity  

FDA Resources for Enrollment of 
Pregnant and Lactating Women in 
Clinical Trials 

https://www.fda.gov/drugs/development-resources/division-
pediatric-and-maternal-health-clinical-trials-pregnant-women  
 

FDA Resources for the Pediatric 
Population 

https://www.fda.gov/drugs/development-resources/division-
pediatric-and-maternal-health-pediatric-guidances 

FDA Guidance on Inclusion of Older 
Adults in Cancer Clinical Trials 

https://www.fda.gov/regulatory-information/search-fda-
guidance-documents/inclusion-older-adults-cancer-clinical-
trials 

FDA Clinical Trial Diversity Resources: 
Fact Sheets, Brochures, & 
Infographics 

https://www.fda.gov/consumers/minority-health-and-health-
equity/clinical-trial-diversity  

FDA Webinars and Presentations on 
Health Equity and Diversity in Clinical 
Trials 

https://www.fda.gov/consumers/minority-health-and-health-
equity/webinars-and-presentations 

FDA Draft Guidance: Diversity Plans 
to Improve Enrollment of 
Participants From Underrepresented 
Racial and Ethnic Populations in 
Clinical Trials; Draft Guidance for 
Industry; Availability 

https://www.fda.gov/regulatory-information/search-fda-
guidance-documents/diversity-plans-improve-enrollment-
participants-underrepresented-racial-and-ethnic-populations  
 

FDA Guidance: Enhancing the 
Diversity of Clinical Trial Populations-
Eligibility Criteria, Enrollment 
Practices, and Trials Designs, DRAFT 
Guidance for Industry   

https://www.fda.gov/regulatory-information/search-fda-
guidance-documents/enhancing-diversity-clinical-trial-
populations-eligibility-criteria-enrollment-practices-and-trial 

 

FDA Guidance: Collection of Race and 
Ethnicity Data in Clinical Trials, 
Guidance for Industry and Food and 
Drug Administration Staff 

https://www.fda.gov/regulatory-information/search-fda-
guidance-documents/collection-race-and-ethnicity-data-
clinical-trials 
 

FDA Guidance: Evaluation and 
Reporting of Age, Race and Ethnicity-
Specific Data in Medical Device 
Clinical Studies, Guidance for 
Industry and Food and Drug 
Administration Staff   

https://www.fda.gov/regulatory-information/search-fda-
guidance-documents/evaluation-and-reporting-age-race-and-
ethnicity-specific-data-medical-device-clinical-studies 
 

MRCT Guidance Document on 
Achieving Diversity, Inclusion, and 
Equity in Clinical Research 

https://mrctcenter.org/diversity-in-clinical-
research/guidance/guidance-document/ 
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