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Clinical Trials

• Critical to advancement of medicine

• Changes or reactions different with each group?

• Results applicable to the population?

• Reduce disparities in outcomes?

•Need a diverse patient cohort!!!
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Int J Equity Health 2024 Feb 13;23(1):29

• 59 Manuscripts (35 trials, 14 
publications, 10 protocols)

• 4 reported race/ethnicity

• Zero socioeconomic factors

• 4 demographic related 
outcomes Int J Equity 

Health 
2024 Feb 
13;23(1):29

Obstacles

Patients were 35-80 years old with a 
cardiometabolic condition
• Participated in at least 1 cardiometabolic clinical trial
• Were asked to participate but declined
• Were eligible for clinical trial participation but were not 

asked to participate 

Referring physicians who referred patients 
to participate in cardiometabolic trials 

Investigators were minority-serving 
physicians who led cardiometabolic trials

Trial coordinators

Curr Probl Cardiol 2019;44:148-172

Problems

Mistrust

Lack of comfort with the process

Lack of information

Time and resource constraints

Lack of awareness
Curr Probl Cardiol 2019;44:148-172

• “Father of Gynecology”

• Numerous atrocities to 
enslaved women 

J. Marion Sims M.D. 

Had diabetes blood samples 
tested for other diseases without 

consent

Havasupai Tribe
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• Untreated for syphilis and 
allowed to progress to tertiary 
symptoms

• Men suffered blindness, 
cognitive disorders and death

• Investigators told local 
physicians not to treat study 
participants

Tuskegee Experiment

x
x

Mistrust

Lack of comfort with the process

Lack of information

Time and resource constraints

Lack of awareness Solutions

National Academ ies of Sciences, Engineering, and M edicine; Policy and G lobal Affairs; Com m ittee on W om en in 
Science, Engineering, and M edicine; Com m ittee on Im proving the Representation of W om en and 
Underrepresented M inorities in C linical Trials and Research; B ibbins-Dom ingo K, Helm an A, editors.   W ashington 
(DC): National Academ ies Press (US); 2022 M ay 17
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• Broaden eligibility criteria

• Make retention less burdensome

• Increase information availability

• Webinars
• Multi-lingual documents
• Leverage social media

• Include varied geographic 
locations

Sponsored by the National Heart Lung and Blood Institute

Journal of Vascular Surgery 2023, Vol. 77(6),1760-1775

Variation in Amputation RatesCLTI Rates

BEST-CLI Sites
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“global, prospective, 
multi-center, post-
market registry of 

PAD patients treated 
with drug-eluting 

device that aims to 
enroll at least 40% 
women and 40% 

URMs”

J Vasc Surg 2024 Jan;79(1):136-145.e3

43% Female
47% URMs

Solutions

• Sponsors
• Look for sites with diverse populations
• Diverse site investigators

Concordance
• Interpersonal 

competence
• Technical competence
• Not always race

• Culturally 
understanding

J Gen Intern Med. 2006;21:642-7

Solutions

• Sponsors
• Look for sites with diverse populations
• Diverse site investigators

• Cultural Competency
• Whole team (Coordinator)

• Demographic reporting

• Intangibles

• Reinforce personal health and safety

• Confirm clear information

• Appreciate involvement

• Include referring physician

• Provide transportation, 

compensation

• Make as patient centric as possible

• Mobile app

Curr Probl Cardiol 2019;44:148-172
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Conclusion

• Mistrust and lack of information leading causes

• Efforts to increase underrepresented minorities in clinical trials are 
underway 

• Consider investigators and hospitals with diverse patient population

• Physician and team training to improve cultural awareness


