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Why Do We Conduct Clinical Trials
Generate data to inform safe & effective use of Medical 

Products
 For the intended population

Provide access to potentially promising medical products
 Quick access important for patients
 Clinical trials may provide a treatment option in some diseases
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Differences in Outcomes by 
Race and Ethnicity

AACR Cancer Disparities Progress Report 2020; 
CA A Cancer J Clinicians, Volume: 72, Issue: 1, Pages: 7-33, First published: 12 January 2022

Disparities in the Incidence and Death rates between African 
American and Whites for Select Cancer Types

Five‐Year Relative Survival for Selected Cancers by Race and 
Stage at Diagnosis, United States, 2011 to 2017. 
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Oncology Clinical Trials: Inclusion vs. Equity

 Approximately 2-5% of adult cancer patients enroll in CT
 In 2020, 4,922 patients participated in oncology CT
 Of patients with cancer who participated in clinical trials 

(2004-15) for newly approved oncology drugs
 Disproportionate Whites vs. Asians, Hispanics and Blacks
 Enrollment favors young, healthy, metastatic, private 

insurance, academic medical centers

 Longer median overall survival for those in trials

Zaorsky NG. 2019
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Representation of REM (<1%) 
lower than predicted by 
incidence

All
N=9711%

US
N=1149%

American Indian/Alaskan Native <1 <1

Asian 43 10

Black <1 2

Native Hawaiian/Other Pacific Islander <1 <1

White 50 82

Hispanic 2 3

Enrollment by Trial Site
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Racial/ethnic minorities in Clinical Trials – Contributing 
Factors

Clinical trials are global 
 Approx. 20% of patients are enrolled from the U.S.
 US racial/ethnic categories may not be applicable outside US

 Ethnicity frequently not reported
 Lack of diversity in global trial sites

 Trials enrolling patients entirely outside the 
US may support approval in the U.S.

 Impact is Global
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FDA Drug Approvals and Global Impact
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De Claro RA 2020. doi: 10.1158/1078-0432.CCR-20-3292  

Increased diversity in the countries that 
leverage Project Orbis
 Faster global drug approvals

Countries leverage approvals by 
other regulatory Agencies

https://doi.org/10.26633%2FRPSP.2021.10


Many Ongoing Efforts to Increase Diversity and 
Equity
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Importance of Clinical Trial (CT) Diversity
 Diversity facilitates generalizability of study results 

 Implement measures to improve evidence generation for underrepresented demographic in 
medical product development programs, to characterize outcomes in across patients using 
approved therapeutics.

 Need to evaluate drugs in context of variability in population
 Differential PK across population
 Differential MP response (efficacy and safety) across the population 
 Differential presentation of disease/condition across diverse population

 Lack of data ≠ Lack of difference
 Data needed to characterize parameters (e.g., drug metabolism, disease 

biology, etc.,) that may result in clinically important differences in safety &/or 
efficacy by race or ethnicity
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Conclusion

We develop drugs for patients not the other way around
Diversity is very important to understand differences in drug PK, and 

activity
 Thoughtful considerations through the diversity plan can help us 

prospectively achieve these goals
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Diversity allows us to embrace our goal of the “right 
drug, right patient, right time, and right dose”





Should Clinical Pharmacologist Ignore the Diversity Plan

 Provides an opportunity to collect 
data to identify and/or characterize  
PK, PD, pharmacodynamic 
differences

 Consider the limitations of small 
sample size on identifying or ruling 
out true differences
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 Provides an opportunity to collect data  
for more robust exposure-response 
analyses for efficacy and safety

 Generate information important to HCP 
and patients

https://www.fda.gov/media/157635/download
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Clinical Pharmacology and the Diversity Plan
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happenstance coincidence enemy 

action
- Ian Fleming

Consistent generation of data helps 
us observe patterns that small 
sample sizes may hide, or that we 
may misinterpret

Does not imply 
conducting clinical 
studies when there is no 
clinical pharmacology 
basis to support it
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Clinical Pharmacologist and the Diversity Plan

 Trends in PK, safety and efficacy can be observed early.
 Can pivot to an enrichment trial, if necessary
 Can identify areas that may be worth exploring, for the drug class, indication, or 

mutation or population
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Racial/Ethnic Minorities in Clinical Trials

Racial/ethnic minorities underrepresented in clinical research
 Clinical trials supporting approval of cancer therapeutics: less than 10% 

patients are racial/ethnic minorities

FDA  2020 Drug Trials Snapshots 
(oncology)

US Census Population Estimates 
(2019)

White 73% White 76%
Black 5% Black 13%
Asian 14% Asian 6%
Hispanic 6% Hispanic 19%
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Leveraging Clinical Pharmacology to Identify Knowledge Gaps 
and Bridge Available Information Across Subpopulations

Where are we?
 Limited information from racial 

and ethnically diverse patients 
in clinical studies
 Limited heterogenicity in 

clinical trials, including dose 
finding and expansion studies
 Lack of data to associate 

differences in clinical 
outcomes 
 Unknown differences in efficacy 

and safety

Where are we going?
Right drug, right dose, right 

patient

Working with and leveraging 
the opportunity provided with 
the Diversity Plan will help us 
get there
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FDA Drug Approvals and Global Impact
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