
  

 

 
 
 
 
 
 
 

 
 
 
 

 

Representation of Diverse Populations in Clinical Trials  

Diverse stakeholders are tackling the issues from both a scientific and 
socioeconomic perspective to define guiding principles, establish 
standards of approach & practice, and explore practicable solutions

The composition of the majority of clinical 
trials does not reflect the diversity of the 
population at large nor those likely to use the 
investigational product. Historically under-
represented groups remain understudied, and 
variability in treatment response, safety, 
efficacy, and tolerability go undetected. The 
ethical foundations of justice, beneficence, 
and autonomy support inclusion such that the 
role of factors like age, sex, gender, race, 
ethnicity, and sociodemographic factors be 
considered in clinical trials.

Ethical Foundation 

Clinical Trial Participation Demographic Subgroups for 46 novel drugs that were 
approved by the FDA in 2017. Overall, 59,030 patients participated in these trials* 

Demonstration of the Problem

* www.fda.gov/drugtrialssnapshot
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                   WWorkgroup Structure & Issues Addressed
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Accelerated Cure Project for 
Multiple Sclerosis
Advances in Health
Amgen
Biogen
Boehringer Ingelheim 
Boston Scientific
Brigham and Women's Hospital
Cancer Connection
Case Western Reserve University
CDISC
Columbia University Medical Center
Emerson Clinical Research Institute
Genentech/Roche
GlaxoSmithKline 
Harvard Medical School
IQVIA
Kinetiq
Massachusetts General Hospital 
Merck & Co.
NIAID/NIH
Novartis
Parkinson’s Foundation
Pfizer
Pinkie Hugs, LLC
Sanofi
Stanford University
Takeda 
University of Illinois Cancer Center
Vivli
Yale Center for Clinical Investigation

WWorkgroup Leadership  

Richardae Araojo, FDA
Barbara Bierer, MRCT Center 
Luther Clark, Merck Co. 
David Strauss, MRCT Center 
Sarah White, MRCT Center 
John Whyte, WebMD/ formerly FDA 

 

Project Management 

Hayat Ahmed, MRCT Center 

MMRCT Center AApproach

RiRiRiR chchcc aardae Araojo, FDFDDAA
BaBaBarbrbrbarara aa BiBiBiBiBiBierrereereererererrrreerr,,,, MRMRMMRMRMRMMMRRMMMMMMRRRMRMRRRRRRMMMMMRRMM CTCTCTCTTCTCCCCTTCTCCCCTCCCCCTCCCCC CCCCCCenenenene teteteterrrrrr
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PPPPPPPrrrrroooooojjjjjjjjjjjjjjeeeeeeeeeeeeeeeeeeeeccccccccccccccccctttttttttttttt MMMMMMMMMaaaaannnnnnnnnnnnnaaaaaaaaaaaaaggggggggggggggggggggeeeeeeeeeeeeeeeeeeeeeeeeemmmmmmmmmmmmmmmmmmmmmmmmmmmeeeeeeeeeeeeeeeeeeeeeeeennnnnnnnnnnnnnnnnnnnnttttttttt

HHaHaHHaaHaaHHaaHHaHHaHHHHHHHHHHHHHHHHH yayaayayayattttt AhhAhAhhhAhhhmmemmmemmmememememmememeemeemmeeemmemmeeemeemmedddddddddddd,ddddddd,,d,,,, MMMMMMMMMMMMMMMMMMMMMMMMMMMMMRCRRCRCCCCCRCCCCRCRCCRCCCRRCRRCRCCCR TTT TTTTTTTTTTTTTTTTTTTTTTTT CeCeCeCeeCeeCeeC ntntnttttnttteeeeeeeerrreerrrrrrreee


