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Learning Objectives

• Describe barriers to including patients 

from underrepresented demographics 

in clinical trials, treatments and 

therapies

• Outline successful strategies to 

improve equitable patient 

representation in clinical trials and 

emerging therapies that involve 

community engagement
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Disparities in 
screening/testing 
for germline and 

somatic molecular 
testing for 

targeted therapy
Disparities in the 

burden of cancers 
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The circumstances in which 

people are born, grow up, live, 

work, pray, age and the systems 

put in place to deal with illness. 

They are shaped by the 

distribution of money, power, 

climate change, racism, and 

politics -  CDC

Drivers of Health

HGHI, 2015

• Food insecurity

• Housing insecurity

• Utility needs

• Transportation needs

• Experience with 

interpersonal violence

Five Social 

Needs 

Prioritized by 

CMS
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Trial Participant Perspectives

My Experience as a Trial Participant

Unease in trial communication (high 
levels of distrust)

Diversity was an afterthought 

Community engagement was an 
afterthought

The facility was difficult to reach

Consent was lengthy

Follow-up process was difficult to 
navigate

Patient and Patient Advocate perspectives*
• A systems issue: 

• “Low enrollment is not their fault, it’s our fault…
• …we have to fix the system so people can get more 

involved in it.”
• Lack of insurance
• Lack of support system
• Complex informed consent process

• Not using plain language
• Patients need to make “decisions that fit their 

lives…”
• [make] “…clinical trials a normal part of the 

decision-making process.”
• Lack of patient awareness

• People may not pay attention to clinical trial until 
they have a condition. 

• Help navigating treatment and clinical trial options.
• Regulatory barriers to data sharing (HIPAA).

*Ms. Deborah Collyar, PAIR (Patient Advocates in Research) [IOM. Barriers to Patient Recruitment and Physician Participation. 2009



Reasons for Lack of Diversity

“When Offered,” 58% of Black patients and 55% of White patients participate in CTs

Diversity considered 
in hindsight

Did not 
prospectively 

integrate 
diversity 

strategies

Systemic and 
structural barriers

No access to care 
where trial are 

open

Design, informed 
consent process, 

location of facility 
preclude 

enrollment

No plans to address 
social/ cultural 

barriers and 
historical injustices

Language, education, 
health literacy, digital 

literacy; transportation

Competing 
family/caregiving 
and work needs, 

cost

Workforce/research 
staff diversity 

Lack of community 
engagement

Lots of 
descriptive 

studies with few 
comparative 

studies among 
different 

strategies, lack of 
trust

J Natl Cancer Inst. 2021;113(3):244-257





Inclusion, Diversity, Equity, and Access (IDEA) in Gynecologic Cancer Clinical 
Trials: A Joint Statement from GOG Foundation and Society of Gynecologic 
Oncology (SGO) 

Bhavana Pothuri; Stephanie Blank; Tashanna Myers; Jeffrey Hines; Leslie Randall; Roisin O'Cearbhaill; Brian 
Slomovitz; Ramez Eskander; Angeles Alvarez Secord; Robert Coleman; Joan Walker; Bradley Monk; 
Katherine Moore; David O'Malley; Larry Copeland; Thomas Herzog; Gynecol Oncol, 2023

Barriers and Obstacles
• Trial enrollment
• Trial design
• Sponsor-related
• Patient-related
• Clinician-related

Summary of Action 
Items and Mitigation 
Strategies
• Placed-based
• System-level
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Enrollment and Retention in Clinical Trials

Individual

Barriers, promoters, and Solutions
• Trials where a person is getting care or 

lives
• Access to care where trials are open
• Address technology/digital gaps
• Increased community awareness of trials

• Match people to trial equitably
• Building diversity into design
• Build/use community partnerships
• Support structural and social barriers

• Offer matching clinical trial
• Address distrust & interpersonal bias
• Trial staff reflect the community
• Support caregiver needs

• Increase awareness/trust in clinical trials



Eliminate 
Racism

Address 
the SDoH

Strategic 
Priority

Build 
Infrastructure

Build 
Partnerships

- Strengthen and advocate for the communities 
we serve

- Acknowledge racism as a public health threat
- Embrace institutional diversity and inclusion 

through training and process/terminal 
outcome metrics

- Address institutional culture and climate
- Use of disaggreted data
- Create equity metrics
- Workforce diversity development
- Address the structural drivers of disparity
- Lead with equity and drive accountability

Designing a Framework and Strategy to Achieve Clinical 
Trial Diversity Through Health Equity
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Designing a Framework and Strategy to Achieve Clinical Trial 
Diversity Through Health Equity



Discovery Delivery

Belonging

Trustworthiness

Inclusion

Diversity Equity

Science
Services
Education

Access
Quality

Equitable 
Outcomes

Guiding Equitable ImplementationKey Takeaways
• Patient and family 

advisory councils 
(PFACs)

• Patient advocates
• Trusted, proximate, and 

participatory 
community 
partnerships

• Community influencers
• Disaggregated data
• Culturally aligned 

communication with 
cultural humility and 
language concordance

• Community health 
workers (CHWs)
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community 
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Commit Prioritize Intervene

Disaggregated 
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Measure and 
Assess

Accountable

Anchoring the Drive Towards Transformation

Essential Components

Framework



Questions and Discussion

Jeffrey F. Hines MD: jhines@uchc.edu
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