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“Clinical research is a critical resource for the 
development of new prevention, diagnosis, and 
treatment techniques for a number of diseases….The 
ability to trust and apply the results of a clinical 
trial, as well as transfer them into clinical practice, is 
related to the type and number of patients enrolled 
in that trial. If trials do not include minorities, then 
there is a question of whether or not the results of 
the studies are relevant to everyone across the 
board.” 
 
http://www.cancer.gov/newscenter/benchmarks-vol6-issue4/page1 

Is the Research Relevant? 
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Presenter
Presentation Notes
Health disparities are pervasive and persistent, they have been documented between racial/ethnic groups, rural/urban and other geographical settings as well as for socioeconomic status and uninsured.  Improved research is one way to reduce health disparities more than 80,000 lives each yr. could be saved by eliminating the black-white mortality gap in America. More diverse representation in clinical trials may allow us to deliver medicines that are more effective for the people who need them.
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Inclusion of Women and Minorities 
•1986 inclusion of women encouraged 

•1987 inclusion of minorities encouraged 

•1993 NIH Revitalization Act 

•1994 NIH revised inclusion policy to mandate that 
women & minorities MUST be included in all clinical 
research studies 

  

Presenter
Presentation Notes
Since the 1993 NIH Revitalization Act, which required all federally funded clinical research to prioritize the inclusion of women and minorities, less than 2 percent of the 10,000-plus cancer studies have included enough minorities to be relevant



Race and Ethnicity 
 Race, as a social construct, divides people into populations or groups 
on the basis of various sets of physical characteristics 

•Black or African American 
•White 
•Asian 
•Native Hawaiian or other Pacific Islander 
•American Indian or Alaska native 

 
Ethnicity is a broader construct based on cultural tradition, common 
history, religion, and often a shared genetic heritage 

•Hispanic or Latino 
•Not Hispanic or Latino 
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Presenter
Presentation Notes
In the United States, race and ethnic background have been used as cause for discrimination, prejudice, marginalization, and even subjugation. While race and ethnicity share an ideology of common ancestry, they differ in several ways. ‘Race’ can be understood to mean many things. In common parlance, it often refers to a combination of characteristic physical traits—most notably skin colour—geographic origin(s), and sociocultural affiliation(s), mediated by context-specific historical and political factors (eg, colonisation, immigration). The classification scheme used in the 2000 U.S. Census, which is often used in biomedical research, includes five major groups:



US Population by Race and Ethnicity, 2010 
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General Population Distribution by Race 
and Ethnicity, 2010 
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U.S. Population Becoming More Diverse 
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Presenter
Presentation Notes
striking shift in the composition of America’s population as racial and ethnic minority births are also outpacing minority deaths. A recent report from the U.S. Census Bureau predicted that by as early as 2044 America will become a “majority-minority” nation, where no one racial group will account for over half of the population. 



What’s Killing Americans?  
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Presenter
Presentation Notes
Life expectancy for the black population was lower (3.8 years) than life expectancy for the white population because of higher death rates due to heart disease, cancer, homicide, diabetes, and perinatal conditions which accounted for 60% of the black population disadvantage. Higher heart disease mortality for the black population accounted for a loss of 1.007 years in life expectancy. The difference was reduced somewhat by lower death rates due to suicide; unintentional injuries; Chronic lower respiratory diseases (chronic bronchitis, emphysema, COPD, and asthma); Alzheimer's disease; and Chronic liver disease, which accounted for 91% of the black population advantage in life expectancy.



Years of Potential Life Lost by Monroe County 
Zip Code, 5 year Average (2006 – 2010) 
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Presenter
Presentation Notes
The African American Health Coalition identified a particular bundle of ZIP codes that they believed warranted special attention. Specifically, they defined an Area of Focus consisting of ZIP codes 14605, 14606, 14608, 14609, 14611, 14613, 14619, and 14621 based on several important factors. First, this area contains a sizable African American population and represents about 63% of all African Americans living in the Finger Lakes region. Second, this area is frequently viewed as the major residence of the city’s minority population because of its relatively high concentration of people of color 



Diversity in Clinical Trials 
• Greater diversity offers an opportunity to recruit more volunteers 
into clinical trials  

• Demographics are changing – minority populations will become 
the majority in the future 

• Safety and efficacy of drugs and devices should be evaluated in 
stratified populations  

• Address the concerns of the public and policymakers 
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Presenter
Presentation Notes
Safety and efficacy should be evaluated in stratified populations - Because incidence of disease and response to treatment varies between genders and among racial and ethnic groups, 



 African Americans 13% of population – 5% of CT 
participants 

 Hispanics 17% of population – 1% of CT participants 

Diversity in Clinical Trials 
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Presenter
Presentation Notes
The problem is those numbers do not reflect the health care landscape. African-Americans and Hispanics, for example, have higher rates of diabetes, HIV/AIDS and obesity than whites, yet most of the drugs that treat those conditions have been tested primarily in Caucasian men, according to the FDA's Office of Minority Health. 



Clopidogrel 

Ineffective in the 50 percent of 
Asians who lack the enzyme to 
activate it. 
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Presenter
Presentation Notes
Drug Response in Different Genetic Backgrounds
Over the last decade, dual antiplatelet therapy has been the mainstay of the management of Acute Coronary Syndrome, with clopidogrel therapy providing clear benefits over aspirin monotherapy and becoming the agent of choice for the prevention of stent thrombosis. While newer antiplatelet agents have now become available, clopidogrel is still widely used due to its low cost and efficacy. However, many patients still experience recurrent ischemic events. A poor response of the platelets to clopidogrel, called High Residual Platelet Reactivity (HRPR), has been incriminated to account for this dilemma blood thinner clopidrogel, which is prescribed to reduce stroke risk after angioplasty, but is ineffective in the 50 percent of Asians who lack the enzyme to activate it. Increased platelet reactivity in Hispanic and South Asian patients.



Albuterol 
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Chest. 2008;134(5):981-989. 

Absolute improvement in percentage of predicted FEV1 
was 16.6% in AA patients vs 26.7% in white patients  
 

Presenter
Presentation Notes
African Americans not only have a higher prevalence of asthma than whites, they also are encumbered with higher rates of asthma-associated morbidity and death. Factors such as genetics, socioeconomic status, health maintenance behaviors, air quality, and obesity likely contribute in combination to these burdens. the asthma drug albuterol, which has a lower response rate among African-Americans. absolute improvement in percentage of predicted FEV1 was 16.6% in AA patients vs 26.7% in white patients 




Carbamazepine 

Risk of Stevens–Johnson syndrome: 
White: 1-6 per 10,000 
Asian: 10-60 per 10,000 
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Presenter
Presentation Notes
Treats epilepsy and neuropathic pain. Stevens–Johnson syndrome, a form of toxic epidermal necrolysis, is a life-threatening skin condition, in which cell death causes the epidermis to separate from the dermis. In white persons who are exposed to carbamazepine, the risk for SJS/TEN is 1-6 per 10,000; however, the risk in Asians is approximately 10 times higher. n 2007, the US Food and Drug Administration (FDA) recommended that physicians screen all patients of Asian ancestry for the human leukocyte antigen (HLA)-B*1502 allele, which has been strongly associated with serious skin reactions




Genetic Differences in Disease Among 
Racial and Ethnic Groups 

 

• CCR5 – receptor used by HIV to enter cells. 25% of 
white people are heterozygous for the CCR5delta32 
variant – protective against HIV infection and 
progression. This variant virtually absent in other 
groups – racial and ethnic differences in protection 
against HIV 
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Enrollment in RCTs for Cardiovascular Guidelines 

JAMA Intern Med. 2014;174(11):1868-1870. doi:10.1001/jamainternmed.2014.4758 

Reporting Female Patients 
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Presenter
Presentation Notes
RCTs cited in the ACC/AHA guidelines for atrial fibrillation (AF), heart failure (HF), and unstable angina/non–ST-segment elevation myocardial infarction (acute coronary syndromes [ACS])



Race/Ethnicity in RCTs for  
Cardiovascular Guidelines 

JAMA Intern Med. 2014;174(11):1868-1870. doi:10.1001/jamainternmed.2014.4758 
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General Barriers to Participation in 
Clinical Trials  

• Many do not know what a CT is 
• Fear of research – historical abuses 
• Fear treatment will be withheld 
• Poor access to CTs 
• Personal and practical obstacles (language) 
• Cultural influences 
• Study design eligibility criteria (i.e. co-morbidities) 
• Low health literacy 
• Not a top priority 
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Presenter
Presentation Notes
-demands on the patient –travel, childcare, time off work, additional procedures & appointments
-strong preferences for a particular treatment or wish not to change meds or to take placebo
-worry about side effects




Distrust as a Barrier to Participation 

• Distrust of scientific investigators and of academic 
institutions are often major barriers among African 
Americans 

• Signing consent forms was reported as relinquishing 
rather than protecting rights 

• Research volunteer is considered a “guinea pig” 

• Knowledge of the Tuskegee Syphilis Study was not 
necessarily negatively associated with willingness to 
participate 

 19 



Tuskegee Syphilis Study 

• Longest running study in the U.S. 
PHS; ran from 1932 to 1972 
 

• Studied the natural history of 
syphilis in 400 African American 
males 

 
• Participants were promised free 

treatments for “bad blood.”  
Participants were not told they had 
syphilis 

 
• Syphilis untreated, even when 

penicillin became available in the 
late 1940s 
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Healthcare Provider Barriers 

• Unaware of clinical trials 
• Fear of “losing control” of patient’s care 
• Administrative responsibility   
• Believe that current treatment is the best 
• Insufficient time to discuss option with 
patients 

• Assume that patient would not be interested 
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Presenter
Presentation Notes
PBRN



Barriers to Recruiting Underrepresented 
Populations in Trials 

Barriers to:  

• trial awareness 

• opportunity to participate (research design, 
provider attitudes) 

• acceptance of enrollment (perceived harms, 
mistrust) 

• additional barriers related to cultural factors 
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Presenter
Presentation Notes
Barriers to opportunity to participate-older age, socioeconomic status, lack of health insurance, study design barriers (comorbid conditions and age based exclusion)-logistics, eligibility, costs, provider attitudes, provider characteristics, communication, Lack of dissemination
Barriers to acceptance of enrollment-perceived harms, loss of control (uncertainty about tx allocation), nature of the intervention, time commitment, loss of income and transportation. Mistrust, fear, culture, family, discomfort, provider related costs, transportation, time religious believes, low health literacy
Effects of demographic factors: older age, lower socioeconomic status, related most frequently to study design barriers such as exclusion by age restriction, comorbid conditions
Effects of language-lack of culturally relevant education
3% participation-white, married, middle class, highly educated males is most often represented




Recruitment Strategy: Community Involvement 

•Use lay outreach workers from the targeted population 
(cultural insider) 

•Community-based organizations  

•Places of Worship: Although some investigators have 
identified religiosity as a barrier due to a fatalistic view of 
disease –others have found religiosity to be positively 
associated with willingness to participate 
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Presenter
Presentation Notes
Differences in findings for religions participation may be attributable to the health problem being studies—cancer looked more as fatalistic where as HIV responded to religious participation, yancey




Recruitment Strategy:  
Friendly Informed Consent 

•Health literacy - not just about reading and writing, but also the 
ways health information is communicated eg. speaking, drawing 
pictures and using technology. 

•Majority of consent forms are on a 12th grade reading level 

•Provide consent in different languages, use “comfort” words, 
pictures, diagrams 

•Voice-enhanced ICF 

•Yates, 2009 developed a 23 page ppt flip chart for an IC-study 
comparing traditional cardiac rehab vs home-based cardiac rehab-
improved participation rate from 22%-54% 
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Presenter
Presentation Notes
Only 77% read the ICF others received info form trusted sources
Yates, B.C. 2009 testing an alternate informed consent process developed a 23 page PowerPoint flip chart for the informed consent process—provided initial description –consisted of 18 side by side colored photographs comparing similarities and differences between the two CR programs (traditional CR vs home-based CR—cardiac rehab—feasibility study testing an alternate method of delivering cardiac rehab testing whether home based CR was as effective as traditional CR in improving functional capacity, adherence to exercise.  Of 130 eligible potential participants were eligible over a 20 month time period, only 28 participants enrolled (22%).  New approach improved participation rate from 22% to 54% in the hypothetical study.  Photographs of participants exercising, having blood drawn, or wearing a nose clip and mouthpiece during cardiac stress testing




Recruitment Strategy: General 
•Characterize the target population 

•Involve members of the target population in planning efforts 

•Give something back to the community 

•Use a community spokesperson to enhance credibility 

•Identify and remove barriers to participation 

•Cultural relevance of materials 

•Improve staff sensitivity 

•Stress importance of prevention and early detection 
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Presenter
Presentation Notes
Promote community ownership, focus groups, community organizations churches, Urban League,  community advisory board
Local clinics, fairs, bread lines
Grocery coupons, mugs, t shirts tote bags, refreshments
Ministers, media personalities, political figures, 
Cost, baby sitting, transportation, literacy inconvenient clinic hours. Lack of day care, 
Educate staff on barriers—remove stereotypes,  many patients think research is only open to cancer prevention and ignore prevention trials.  Save our Sisters Project



•Incorporate diversity in the Subject Enrollment Plan 

•Understand the patient 

•Researchers from underrepresented populations 
• More likely to conduct research in underrepresented 
populations 

• Gain trust of underrepresented communities 
 

  

Recruitment Strategy: Research Team 
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Presenter
Presentation Notes
The first step is to develop a subject enrollment plan that describes and depicts strategies and methods on how clinical teams are to tackle enrollment challenges.  This plan should also include identifying and targeting diverse patient populations.
If the study team is going to access a specific patient population, they need to understand not only behavioral characteristics of the specific population, but also overcome cultural and language barriers.




• Antibody Mediated Prevention (AMP) Study 

• 19 NIH-sponsored HIV Vaccine Trials Network 
(HVTN) sites  

• Enroll and follow about 3,900 participants 

• Young Black MSM and transgender individuals 

 
 

  

Recruitment Strategy: AMP Study 
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• 18 to 50 years old 

• HIV negative 

• Men who have sex with men 

• Transgender men and women who have sex with 
men 

  

Recruitment Strategy: Criteria 
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Recruitment Strategy: Text4Strength 

• Automated text messaging system 

• Keyword responses 

• Commercial SMS service that meets evolving healthcare 
industry standards 

• Data, while not highly sensitive, is stored and backed up 
on secure, encrypted, dedicated servers and hard drives 
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Presenter
Presentation Notes
standards including compliance with HIPAA, HITECH, HITRUST and ISO




 

  

50 cards for 12 weeks $1,875 
30 

Presenter
Presentation Notes
5 digit number $1,000 per month. Multiple conversations from one number based on response.



Recruitment Strategy: Social 
Determinants of Health 
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Recruitment Strategy: Promote Health 

• Promote Health, asks about the presence of basic 
needs (shelter, food, health insurance, etc.) as well as 
trauma (adverse childhood experiences/intimate 
partner violence) 

• Screen, assess, refer and link high-risk individuals to 
needed services 

• Personalized list of free, local resources to help them 
address their needs 
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Presenter
Presentation Notes
standards including compliance with HIPAA, HITECH, HITRUST and ISO




HVTN Award 
“Exploring the Use of an eScreen Tool to Meet the Needs 

of Potential HVTN Study Participants” 

 Why eScreen?   
 

 

 

• Low resource option 
• Real time data 
• Similar or greater rates of disclosure vs. interviews 
• Client preferred due to anonymity 
• Provides health information and referrals 
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This RCT will study 
Promote’s efficacy to 

improve the recruitment 
process for high-risk 

individuals, allowing a 
potential participant to 

engage in client-centered 
care and prioritize their 

service needs, over 
traditional screening.  
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Outcome 

 This study has the potential to identify innovative 
community engagement approaches and outcomes, 

and potentially improving participation and 
retention rates in HIV prevention studies. 
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