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Clinical Trial Representation by Race and Ethnicity



Cancer Therapeutic Trials
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Duma N, et al. JCO Oncol Pract 14: e1-e10, 2018
Unger JM, et al. J Natl Cancer Inst 111:245-255, 2019



• Paucity of information on multi-ethnic patient bases
• Segments of the population are not included in clinical trials and do not meet statistical significance

Question: Possible to determine if the therapy in question will work?
• Pharmacogenetic research in the past few decades has uncovered significant differences among racial 

and ethnic groups

• Metabolism
• Clinical effectiveness
• Side-effect profiles

Diversity in clinical trials: Why is this important?

Burroughs VJ et al. J Natl Med Assoc. 2002 Oct;94
Pirmohamed, M. Nat Rev Genet 24, 350–362 (2023)



“Stark under-
representation of 
Black patients is 
widespread in clinical 
trials for cancer 
drugs, even when the 
type of cancer 
disproportionately 
affects them.”



• FDA wrote that “meaningful differences may exist in multiple myeloma 
disease biology, presentation, and response to treatment in blacks 
compared to whites.”

• Black patients make up 20 % of U.S. multiple myeloma diagnosis and are 
twice as likely as white Americans to be diagnosed

• Account for 4.5 % of participants in multiple myeloma trials since 2003.

Bhatnagar V. et al. FDA Analysis of Racial Demographics in Multiple Myeloma Trials. Blood 2017 130:4352;

Diversity in clinical trials: Why is this important?



“Population disparities always increase when there is 
scientific progress”

• Screening & treatment of breast cancer
• Screening & treatment of colorectal cancer

• Now we are seeing it again
• Precision Medicine (Oncology)
• Immunotherapy
• Lung cancer screening

Diversity in clinical trials: Why is this important?
Impact on Scientific Innovation and Progress 

Delayed Medical Advances in Rural and Communities of Color
Unequal Access to Innovative Treatments Aldrighetti CM, et al. JAMA Netw Open. 2021

Gupta, et al. Sci Rep 13, 8190 (2023)
Haddad DN, et al. Ann Am Thorac Soc. 2020



Factors Contributing to Disparities

• Socioeconomic
• Racial and Ethnic
• Geographic
• Barriers to Participation





Barriers to Enrollment into Clinical Trials

Patients

Physicians

Clinical Trial Protocol

Cancer Center

Research Institutions

• Mistrust
• Lack of information

• Comfort with 
CT process

• CT awareness
• No local availability
• Trial does not match 

disease
• Financial Costs
• Language and/or 

Communication

• Strict Eligibility
• Performance 

status
• Comorbidities

• Numerous trial visits
• Additional tests

• Clinician Biases
• Logistical Reasoning
• Limited Time
• Limited Resources
• Lack of automation

• Trial Locations
• Types of Trials
• Diversity of Research 

and Support Staff



Patients

Mistrust

Tuskegee Syphilis study



Patients
Mistrust

Parallels with COVID-19



Patients

Language and/or Communication

Meaning of “Trial” Meaning of Treatment “Cycle”



Patients

Language and/or Communication

Meaning of “Study or Experiment”Meaning of “Cell”



Addressing Disparities in Clinical Trials
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Addressing Disparities in Clinical Trials
CATCH-UP.2020 Overview
(Create Access to Targeted Cancer 
Therapy for Underserved Populations)

• AIMS:

• Offer and enroll patients to 
Experimental Therapeutics Clinical 
Trials Network Studies 

• Specific goals

• 24 patients 

• 12 from underserved populations

• Focus on minority/underserved 
populations (includes rural 
populations)

• Develop earlier career faculty



Addressing Disparities in Clinical Trials
Experimental Therapeutics Clinical Trial Network (ETCTN)

CTEP
(Clinical Trials Evaluation 

Program)

NCTN 
Phase III

Clinical Investigations 
Branch

ETCTN 
Phase I/II

Investigational Drug Branch



WFBCCC: CATCH-UP ACCRUAL
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CATCH-UP.2020:
Expanding network accrual 
tools
• ETCTN trials open at Clemmons, Wilkes, and 

Statesville
• Co-management of trial patients with outreach 

providers (10302)
• On-going:

• Population Health Navigation
• Weekly Newsletter to Outreach sites and 

local providers
• Schedule “screening” of Outreach Clinics 
• Systematic identification with  Wake 

Forest Precision Oncology Initiative

and beyond..

Wilkes

Clemmons

Statesville



Winston-Salem Concord

Accrual to early phase trials and expanded access to this therapeutic option for underserved 
populations

Phase 1 Unit

Phase 1 Unit

Phase 1 Unit

Charlotte

P1U

P1U

P1U



Addressing Disparities in Clinical Trials
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Patient Health Navigators
Alexis Daniels, MS
African-American Patient Navigator
aadaniel@wakehealth.edu

Maria Combs, JD, OPN-CG
Hispanic Patient Navigator
marcombs@wakehealth.edu

Emily Copus, MSW, OPN-CG
Rural Patient Navigator
eabritt@wakehealth.edu

Population Health 
Navigators included in:
• Research team 

meetings 
• Patient workflow both 

at Main Campus and 
Outreach sites

Patients
Lack of information: Provide comfort with CT process through education, provide CT 
awareness, pull resources for financial costs, and provide the needed cultural touch (diversity 
of research staff).



CTSGUIDE: Clinical Trial Selector GUIDE

Physicians Address Limited Time and Lack of automation





Data Miner Alerts Providers to Potential Trial Elgibility

Automation is KEY !





Email Sent to Study 
Coordinator Pool

Email Sent to Patient 
Health Navigator



Addressing Disparities in Clinical Trials

Patients

Physicians

Clinical Trial Protocol

Cancer Center

Research Institutions

• Mistrust
• Lack of information

• Comfort with 
CT process

• CT awareness
• No local availability
• Trial dose not match 

disease
• Financial Costs
• Language and/or 

Communication

• Strict Eligibility
• Performance 

status
• Comorbidities

• Numerous trial visits
• Additional tests

• Clinician Biases
• Logistical Reasoning
• Limited Time
• Limited Resources
• Lack of automation

• Trial Locations
• Types of Trials
• Diversity of Research 

and Support Staff
• Accountability



- Review 
clinical trial 
accruals

- Expectations 
for minority, 
women, and 
rural enrolled 
subjects

- Barriers to 
enrollment

Team Team

Team

Team

Cancer Center

Research Institutions



• One member of DOT assigned to role of 
Champion for Diversity (CD)

• Each DOT CD invited to participate in the 
OCHE Advisory Group

• Dr. Micheal Chan







Goals for improved access and minority 
enrollment to clinical trials
• CTs are accessible, affordable, and equitable for patients
• Design efficient CTs that are integrated into clinical care
• Simplify, streamline, and standardized protocol requirements
• Recruit, retain, and support a well trained diverse clinical trial team
• Institute oversight and review clinical trial results
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