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Objectives

• Understand historical, systemic, structural and 
sociocultural factors that impact diversity in trials

• Identify barriers to racial and ethnic diversity 
specific to pragmatic trials

• Discuss strategies to enable equitable inclusion of 
minoritized racial and ethnic groups in pragmatic 
trials
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Hispanic/Latino 3% and Black 0.6% 
August 12, 2022;  @DrCHWilkins



National Academies of Sciences, Engineering, and Medicine 2022. Improving Representation in Clinical Trials and Research: Building Research 
Equity for Women and Underrepresented Groups. Washington, DC: The National Academies Press. https://doi.org/10.17226/26479.
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What is meant by diverse participants?
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WHICH POPULATIONS ARE INCLUDED?
NIH-designated U.S. populations:
•Racial and Ethnic Groups
•American Indian/Alaska Native
•Asian American
•Black/African American
•Hispanic/Latino/x
•Native Hawaiian and other Pacific Islander

•Sexual and gender minorities
•Socioeconomically disadvantaged populations
•Underserved rural populations

As of May 5, 2021 https://www.nimhd.nih.gov/about/overview/



Artist Angélica Dass rethinks the concept of race by showing the diversity of human skin colors in her global photographic mosaic. 
https://www.angelicadass.com/humanae-project 

@DrCHWilkins

Race



In the United States, the primary purpose of 
race/ethnicity category is oppression

• Black: Different rules and limited rights for 
slaves and eventually descendants, 
segregation; “one drop” of black blood = Black. 

• American Indian: Land stolen, massacred; 
initially didn’t have US citizenship; blood 
quantum used to restrict rights.

• Hispanic: only two options for ethnicity per 
federal categories- Hispanic or not.

• Well into the 20th century, only White 
immigrants were eligible for US citizenship.

Wilkins CH. Slide created March 2016.

http://i0.wp.com/panafricanalliance.com/wp-
content/uploads/2011/05/RacialDifferences.jpg



Factors contributing to lack of diversity in clinical trials
Hamel et al. Cancer Control, 23, pp.327-337.
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Barriers to clinical trial participation among African American, 
Hispanic/Latinx, Asian American, and Pacific Islander groups

Shared Barriers
Mistrust of research

Competing demands

Lack of access to information

Stigma 

Health insurance

Unintended outcomes

Documentation

Cost of participation

Group-specific Barriers
Legacy of research abuse

Racism &discrimination

Research Integrity

Fear of randomization

Lack of social support

Acculturation

Misrepresentation of community
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George, Duran, Norris. AJPH. 2014;104:16-31.@DrCHWilkins



Investigators   
• Limited knowledge/experience recruiting diverse groups 
• Few, if any, minority researchers 
• Little to no experience working with community orgs 
• Ineffective communication strategies
• Lack of cultural humility
• Do not demonstrate their trustworthiness

Study-level barriers
• budgets inadequate for recruitment 
• no expertise to culturally adapt tailor documents 
• lack of culturally congruent research staff
• No bilingual staff or access to language services

@DrCHWilkins



What does pragmatic mean to minoritized 
racial and ethnic groups? 
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When we say pragmatic = real world do we 
understand that health care in the real world 
is unfair, unjust, racist, discriminatory?  

@DrCHWilkins



“There hasn’t been a lot of 
progress in 20 years. We 

are still largely seeing what 
some would call medical 

apartheid.”

https://www.statnews.com/2022/02/23/landmark-
report-systemic-racism-medicine-so-little-has-
changed/



From the era of slavery to the present day, the first full history of Black 
America's shocking mistreatment as unwilling and unwitting 
experimental subjects at the hands of the medical establishment.

Harriet A. Washington 2006





Wilkins CH. Slide created April 2018.



Legacy of racial 
segregation endures 

at many U.S. hospitals
Andis Robeznieks 2021

The color of health: 
how racism, 

segregation, and 
inequality affect health

Beck et al 2020





• In 1864, Samuel Cartwright, a physician and slaveholder, 
reported 20% lower lung capacity among Blacks.

From History of Spirometer, Lujan and DiCarlo; Adv Physiol Educ 42: 163–165, 2018.

June 25, 2020
@DrCHWilkins



Parikh RB; Teeple S; Navathe AS. JAMA. 2019;322(24):2377-2378. 

May 2021
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What strategies might enable diversity in 
pragmatic trials? 
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8/12/22Trial Innovation Network

CTSA Hubs
>50 major US academic medical centers

Trial Innovation 
Network Hub 
Liaison Teams

Trial 
Innovation Centers

(TICs)
Full service coordinating services that 

can operationalize a clinical trial from 
study planning, execution, to 

publication of results

Recruitment 
Innovation 

Centers
(RIC)

Cohort discovery, systematic and novel 
engagement,  recruitment, and 

retention and engagement approaches

Trial 
Innovation 
Network

NIH 
Institutes
Industry

Foundations

Partners
Participants

Providers
Public

Key Elements of the Network 
3 Central Academic IRBs, Master Contracting, Recruitment System,

Infrastructure and Support for Site Based Research



Paul Harris, PhD and Consuelo H. Wilkins, MD, MSCI
Vanderbilt University Medical Center

Vision and purpose
Our goal is to positively impact human health 
by improving participant enrollment and 
retention in multi-center clinical trials.

Achieving this goal will require sophisticated 
informatics-based recruitment tools and 

novel engagement approaches to 
accelerate recruitment and retention.



Clinician Study App 

Cohort Assessment & EOI

Community Engagement Studios

Enhancing Diversity

Supporting Consent

Return of Value

*Wilkins, C., Edwards, T., Stroud, M., Kennedy, N., Jerome, R., Lawrence, C., . . . Harris, P. (2021). The Recruitment Innovation Center: Developing novel, person-centered strategies for clinical 
trial recruitment and retention. Journal of Clinical and Translational Science, 5(1), E194. doi:10.1017/cts.2021.841

RIC Areas of Support



Research Environment
Foster a diverse, anti-racist research 
environment:

– Study team members should be 
educated and trained on implicit bias 
and best practices for working with 
diverse populations

Modules:
1. Understanding the need to increase minority recruitment in 

clinical trials
2. Key principles of community engagement
3. Reaching out into the community: effective 

communications
4. Educating potential research participants
5. Outreach with community healthcare providers
6. Effective screening, education, and decision support
7. Managing an effective, person-centered consent process
8. Person-centered retention

Example: "Faster Together, Enhancing the Recruitment 
of Minorities in Clinical Research"

• Goal: To teach individuals how to enhance the 
recruitment of racial and ethnic minoritized 
communities in clinical research

Kusnoor SV, et al. Design and implementation of a massive open online course on enhancing the recruitment of minorities in 
clinical trials - Faster Together. BMC Med Res Methodol. 2021 Mar 5;21(1):44.

https://trialinnovationnetwork.org/material-details/?ID=87


Recruitment & Retention Approach

Ensure recruitment approach and study materials are accessible, 
tailored, and culturally appropriate
• Research team is trained on best practices in recruitment

– Example: Art of Recruitment
• Study materials are tailored and accessible 
• Identify opportunities to raise awareness and reach 

potential participants – thinking “outside the box”
– Support groups on social media
– Hashtag searches
– Connecting with other care providers (e.g., social workers)
– Build community awareness through Facebook live events, 

attending Church events, and other community gatherings

https://trialinnovationnetwork.org/material-details/?ID=17


Study materials are tailored and accessible

§ Provide supplemental information and educational 
materials that are approachable – the consent form is 
not enough

§ Content should be comprehensive and outline study 
purpose, procedures, end-goal of the study, 
expectations, and present potential side effects, risks, 
and benefits
§ Visuals can be useful tools for research procedures
§ Address fears about participation

§ Materials are easy to understand for all literacy levels
§ Language is transparent, clear, and trust-building
§ Available in multiple languages with images that are 

relatable

Convalescent Plasma Video (Pass It 
On Trial)



PassITON Trial

• A multi-center, randomized, placebo-controlled trial to determine if 
anti-SARS-CoV-2 convalescent plasma is safe and effective in adult 
hospitalized COVID-19 patients

• Enrollment goal: 1,000 participants across 26 sites
• Partnered with a multi-cultural marketing agency (Culture Shift 

Team)
– Develop a comprehensive strategy to raise national awareness 

at the onset of the trial
– Broadly share results of trial
– Emphasis on inclusivity, equity, and diversity

• 40% of study participants identified as Black, Hispanic, Asian, 
American Indian or Alaska Native, Native Hawaiian, or Multiracial

• The informed consent document was translated into over 20 
different languages including Spanish, Arabic, Chinese, and Hindi

• The study website was culturally tailored and was available in 4 
different languages



• Study materials
• Outreach efforts
• Broad 

dissemination of 
findings

https://passitonstudy.org/results/



Alzheimer Disease Disparities

Alzheimer’s Association 2020
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Four sets of recruitment 
materials were reviewed by 
community members
• General (across all audiences)
• Black/African American Community
• Hispanic/Latinx (English) Community
• Hispanic/Latinx Community (Spanish)

– Transcreation: Adaptation of Content from one 
language to another to ensure that messaging is 
culturally adopted to and resonates with your 
audience.

– Used in creative writing and marketing materials

Culturally Tailored Materials



Study materials are tailored and accessible

§ Provide supplemental information and educational materials 
that are approachable – the consent form is not enough

§ Content should be comprehensive and outline study purpose, 
procedures, end-goal of the study, expectations, and present 
potential side effects, risks, and benefits
§ Visuals can be useful tools for research procedures
§ Address fears about participation

§ Materials are easy to understand for all literacy levels
§ Language is transparent, clear, and trust-building
§ Available in multiple languages with images that are relatable

Convalescent Plasma Video (Pass It 
On Trial)



Consuelo H. Wilkins, MD, MSCI; Senior Vice President and Senior Associate Dean for 
Health Equity; Professor of Medicine; Vanderbilt University Medical Center

A
Does the study population reflect the burden of 

the disease?

B 
Has race been defined? Is it clear how race will be 

used? 

C 
Are social and structural determinants of health 

included?

If White people are the control, why?     Is this 
justified?

Designing Scientifically Just Research

@DrCHWilkins
January 20, 2202

Wilkins, Schindler, Morris.  JAMA Neurol. 2020 Sep 1;77(9): 
1063-1064. 

Example of demographic data to collect



Proposed actions the scientific community should adopt: 
● Strengthen compliance, transparency and accountability in clinical research enrollment
● Address exclusionary research practices
● Invest in sustained, reciprocal relationships with marginalized communities
● Ensure enrollment goals are scientifically valid and reflect burden of disease 
● Develop evidence-based guidance to inform inclusive research participation

The Urgency of Justice in Research
Andrea Gilmore-Bykovskyi, Jonathan D. Jackson, Consuelo H. Wilkins

"Despite good intentions, we propagate and maintain a system where non-white populations 
bear the burden of disease but do not reap the benefits of research advances."

Trends in Molecular Medicine, 2020. https://doi.org/10.1016/j.molmed.2020.11.004
http://www.sciencedirect.com/science/article/pii/S1471491420302872

@andrealgilmore
@egaly
@DrCHWilkins



Consuelo H. Wilkins, MD, MSCI
consuelo.h.wilkins@vumc.org

@DrCHWilkins


