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“Striving for Diversity in Research Studies” Key Points

● “Clinicians cannot know how to optimally prevent and treat 
disease in members of communities that have not been 
studied”

● Obstacles hinder diversity in clinical research
○ Logistics: Inflexible work schedules, lack of convenient 

transportation to research center
○ Mistrust: Potential participants fear exploitation/harm by 

medical establishment

● Dearth of investigators and study staff who are themselves 
members of minority groups
○ Involvement may increase confidence of potential 

minority participants and community leaders
○ Mentorship of minority investigators is key

● As of January 1, 2022, NEJM will require authors to 
prepare supplementary tables containing background 
information on the disease, problem, or condition and the 
representativeness of the study group



NEJM Sample Supplementary Table



“Pathology of Racism” Key Points

● Segregated care provided to patients of color, undocumented, and poor patients

● Trainees immersed in two-tiered, segregated system
○ “Some patients see residents, other kinds of patients see attendings”
○ Not adequately trained to identify structural factors that lead to worse health 

outcomes in people of color and people living in poverty

● Academic institutions often turn a blind 
eye to the long history of medical 
experimentation forced on communities 
of color

● Focus on objective quality measures 
undermines progress in addressing racial 
healthcare inequities



Inclusion in Clinical Trials

● Inadequate involvement of women 
and racial-ethnic minorities can 
negatively impact the scientific, 
economic, and ethical value of a 
clinical trial. Matter of social justice

● NIH Policy and Guidelines on the 
Inclusion of Women and Minorities as 
Subjects in Clinical Trials 1993 –
Amended 2001

● Racial-ethnic minorities account for one-
third of the American population, but 
account for less than one tenth of U.S. 
clinical trial participants
○ Low rates of women and racial-

ethnic minorities in neurological 
clinical trials



Importance of Inclusion

● 38-79% of Pacific Islanders and 40-50% 
of East Asians estimated to have alleles 
associated with higher risk of treatment 
failure or adverse drug events, even on 
normal dose
○ Hawaiian population comprises 

nearly half these ethnicities

● CAPRIE study was used to establish the 
maintenance dosage of 75 mg/day
○ 95% of enrolled study participants 

were Caucasian (10–20% possess 
the alleles)



Optimizing Collection of Gender Identity Data

• Consider relevancy to study and ensure research subjects can provide information in a comfortable, private space

• Use the term sex when reporting biological factors and gender when reporting gender identity, psychosocial, or 
cultural factors

• Use gender-neutral language in all study materials and avoid gendered pronouns (e.g., use mail carrier instead of 
mailman, chairperson instead of chairman)

• For gender identity, include a broad range of designations. Example:
• What is your current gender identity? (Check all that apply.)

• Male
• Female
• Transgender female/trans woman (or Male-to-Female (MTF) transgender, transsexual, or on the 

trans female spectrum)
• Transgender male / trans man (or Female-to-Male (FTM) transgender, transsexual, or on the trans 

male spectrum)
• Non-binary, genderqueer, or genderfluid
• Gender identity not listed
• Don’t know/not sure
• Prefer not to reply



Optimizing Collection of Race-Ethnicity Data

Is Person 1 of Hispanic, Latino, or Spanish origin?
_ No, not of Hispanic, Latino, or Spanish origin
_ Yes, Mexican, Mexican Am., Chicano
_ Yes, Puerto Rican
_ Yes, Cuban
_ Yes, another Hispanic, Latino, or Spanish origin

What is Person 1's race? Mark one or more boxes AND print origins.
_ White – Print, for example, German, Irish, English, Italian, Lebanese, Egyptian, etc. ____________
_ Black or African American – Print, for example, African American, Jamaican, Haitian, Nigerian, Ethiopian, Somali, 
etc. ____________________
_ American Indian or Alaska Native – Print name of enrolled or principal tribe(s), for example Navajo Nation, Blackfeet Tribe, Mayan, 
Aztec, Native Village of Barrow Inupiat Traditional Government, Nome Eskimo Community, etc. __________________
_ Chinese
_ Filipino
_ Asian Indian
_ Vietnamese
_ Korean
_ Japanese
_ Other Asian – Print, for example, Pakistani, Cambodian, Hmong, etc. ____________
_ Native Hawaiian
_ Samoan
_ Chamorro
_ Other Pacific Islander – Print, for example, Tongan, Fijian, Marshallese, etc. _______
_ Some other race – Print race or origin. ______



Challenges to Inclusion

• Enhancing the screening pool

• Converting eligible to enrolled

• Retaining enrolled participants



Recruitment Barriers

● Patient-level Barriers
○ Inadequate information on research opportunities and trial requirements
○ Burdensome time commitment
○ Transportation difficulties
○ Language barriers
○ Concerns about confidentiality
○ General mistrust toward the healthcare system
○ Not asked



Investigator Barriers



Modifiable Institutional Systemic Bias

BIAS REMEDIATION

IRB discordant timelines for non-English language 
consents

IRB -- same timelines

Lack of community partnerships and information  
around trials

Trial education and resources transition materials 
to community beyond Spanish

Disconnect between research institutions and 
organizations serving underrepresented patients

MOU between academic medical center and 
primary care or other clinics

Hire Staff/team from community

Lack of infrastructure investment in trial screening 
at NIH, Network and institutional levels

Allocation of cost for translation services, 
communication with community 

Structure of inclusion criteria and referrals (e.g., top 
doppler experts, parents support groups)

Systematic plan around recruitment of 
subpopulations



StrokeNet

● Current
Loose requirements including “recruitment and retention 
plan”
Speaker and consult for specific issues related to trial 
recruitment 

● Future Recommendations 
Resource the resource
Enhance infrastructure – community website (tailored, 
narratives, visuals)
Faculty/staff  development
True partnership with communities - CBPR training
Workshop around Inclusion (training to statistics)
Use CCC’s and ADNY 3/4 as models



Roadmap to Reduce Social Determinants and
Bridge the Diversity Gap

Identify 
risk 

factors

Train and sustain a diverse 
workforce of researchers



Thank you!

bbodenal@hs.uci.edu

949.824.5735
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