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Background: Why diversity, equity, & inclusion 
in clinical trials is important? Ramona & Luis (10min)

How do Sponsors depend on Sites to help 
support diverse enrollment goals? Ramona & Luis (10min)

What resources are available to support Sites 
in achieving diverse enrollment goals? All (10min)

What resources would be helpful for Sites to 
have access to in achieving diverse enrollment 
goals?
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How can Sites raise their visibility to Sponsors 
as a high-potential partners in increasing 
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Background: Why diversity, 
equity, & inclusion in clinical 

trials is important?



Why Representation in Clinical Research 
Matters

1 Burroughs et. al. Racial and Ethnic Differences 
in Response to Medicines: Towards Individualized 
Pharmaceutical Treatment. J. Natl. Med. Assoc. 
2002, 94, 1–26.

Certain diseases and medications may 
impact people differently based on 
multiple factors, including ethnicity, 
gender, age and comorbidities.

Diversity in clinical trials allows us to 
study an investigational medication in 
different populations.

We have an ethical obligation to 
demonstrate the safety and efficacy of our 
drugs in their intended target populations.

Pharmacogenetic research has uncovered significant differences among racial and ethnic 
groups in the metabolism, effectiveness, and side-effect profiles of many clinically 
important drugs.1

FDA guidance states that clinical trials should 
proactively seek to enroll patients that reflect 
the population that will use the medication.

As we enter an era in which the principles of personalized and precision medicine are reshaping healthcare, 
we now know that without tailoring medical care to all who need it, people will be left behind. Creating more 
inclusive clinical trials is a critical first step. 

Clinical Trials should mirror patient population demographics



Disproportionate by Disease, Not Just by 
General Population

There is growing pressure on the industry 
to ensure clinical trial populations are not 
just reflective of the overall population, 
but that they reflect the disease burden, 
particularly for diseases in which there is 
a disproportionate burden on underserved 
and underrepresented communities 
(COVID-19, type 2 diabetes, high blood 
pressure, stroke, etc.)





Clinical Trial Participation Does Not Reflect the 
Patient Population

1 Evelyn, B., Toigo, T., Banks, D., Pohl, K., Gray, B., Robins, B., Ernat, J. (2001). Participation of 
Racial/Ethnic Groups in Clinical Trials and Race Related Labeling: A Review of New Molecular Entities 
Approved 1995-1999. Journal of the National Medical Association, 93 (2), 18s-24s. 

2 FDA Drug Trials Snapshot (https://www.fda.gov/media/145718/download) consists of 
New Molecular Entities presented for approval in 2019; total is greater than 100% 
because there is overlap in reported race/ethnicities 
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Increasing Focus on Diversity, Equity, & 
Inclusion in Clinical Trials From FDA 

The Food and Drug Administration Safety and 
Innovation Act (FDASIA)
•Section 907 of FDASIA, Reporting of Inclusion of 

Demographic Subgroups in Clinical Trial and Data Analysis 
in Applications for Drugs, Biological Products, and Devices 
recommends that medical product applications submitted 
for marketing approval improve their demographic 
subgroup data’s completeness, quality, and availability

July 2012

FDA Action Plan Priorities
•Quality 
•Participation 
•Transparency 

August 2014

FDA Drug Trials Snapshot
•Designed to capture the gender, race, age, and other 

demographic traits of clinical trial participants in clinical 
studies of new medications

January 2015

Collection of Race & Ethnicity Data in Clinical 
Trials – A Guidance for Industry and FDA Staff
•Expectations and recommendations on use of a standard 

approach for collecting and reporting race

October 2016

Enhancing the Diversity of Clinical Trial 
Populations — Eligibility Criteria, Enrollment 
Practices, and Trial Designs Guidance for 
Industry 
•Recommendations that Sponsors can make to broaden 

eligibility criteria and increase enrollment of 
underrepresented populations

November 2020



How do Sponsors depend on 
Sites to help support diverse 

enrollment goals?



Meet patients 
where they are

Reflect the 
communities 
being served

Create and 
maintain 

strong community 
connections

Develop proactive 
strategies to 

support diverse 
enrollment goals



What resources are available 
to support Sites in achieving 
diverse enrollment goals?



Assistance with 
development and 

execution of 
diversity plans

Site trainings on 
diversity

Expanded central 
outreach and 
partnership 

opportunities 

Culturally 
competent toolkit 

materials to enable 
diverse recruitment 

& engagement



What resources would be helpful 
for Sites to have access to in 
achieving diverse enrollment 

goals?





How can Sites raise their visibility 
to Sponsors as a high-potential 
partners in increasing diversity, 

equity, & inclusion in clinical 
trials?



Engage with Sponsor 
Field Medical Teams to 

highlight your site

Complete the DSAT Tool
Know your site’s 

strengths and ability to 
contribute to Sponsor 

diversity goals 

Submit ideas for 
Investigator-Initiated 

Studies

Express interest in 
becoming a research site 

– e.g. Sign-up sheet



Q&A


