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INTRODUCTION
New medical and health innovations resulting from clinical
trials are often not reaching communities of color
compared to other non-minority communities, even
though many chronic diseases are highly prevalent in
these communities. 1
Minority populations could significantly benefit from
inclusion in clinical trials and resulting innovations that
could reduce the incidence and prevalence of common
ailments and better manage chronic diseases. Incidence
and prevalence of disease in these minority communities
rarely match clinical trial populations for various reasons.
Clinical
trial
participation
has
minimal
minority
participation: African-Americans represent 5% of clinical
trial participants but constitute 12% of the United States
population; Hispanics make up 1% of participants, but they
represent 16% of the population; females represent the
majority of those participating in clinical trials, but men
may be better represented in specific areas. 2,3 Much work
has yet to be done to address the disparities in health and
disease observed in minority populations in the United
States. Additional effort must be placed upon clinical trial
recruitment to address whether the findings from clinical
trials will generalizable to minority populations.
Understanding the absence or reservation of clinical trial
participation among minorities may also contribute to a
better understanding of why there are such broad
inequities in the diagnosis, treatment, and outcome of the
common diseases affecting these populations. More
inclusive minority participation could translate into new
life-saving and life-extending treatments, enhancing the
quality of life of so many people often overlooked by
society.

LITERATURE REVIEW
The root causes of minority-white inequities in health and
disease status have frequently and reliably been credited
to socioeconomic status, including income, education,
employment, lifestyle choices and behavioral risk factors,
occupational and environmental exposures, substandard
housing, inadequate nutrition, mistrust of the health care
system, and cultural influences. 4,5
Newer factors contributing to these disparities include
insufficient access to and utilization of care and the lack of
health insurance, despite more people of color qualifying
for Medicare and Medicaid.4
At one time, it was suggested that biological differences in
races concerning susceptibility, manifestations of, or
therapeutic responses to specific diseases were
significant pathophysiologic contributors to health
disparities. This has limited generalizability in that there is
much more genetic variation within racial groups than
between racial groups.
The
historical
and
persistent
disadvantages
of
discrimination and conscious or unconscious bias of
health care providers are likely contributors to health
disparities among minority populations. They can be
observed in a variety of health indices.
Numerous studies have cited racial disparities in general
medical and surgical care, 6 and cardiovascular disease
(CVD), cancer, stroke, kidney disease, HIV diagnosis,
treatment, and outcomes. 7-14 It is not surprising that
enormous resources have been utilized over the past 40
years to study cardiovascular disease (coronary artery
disease,
myocardial
infarction)
risk
factors,
pathophysiology, therapy, procedures, complications, and
outcomes. This is simply because coronary artery disease
is the leading cause of death among all population
groups. Minorities have frequently been absent from
inclusion in many of these CVD-related trials.

Table. Data adapted from the National Center for Health Statistics comparing health
indicators in minority and white populations. Note that Black or African-Americans report
more inferior health status, more African-American males report current smoking,
African-American females report higher rates of obesity, African-American males and
females report higher rates of hypertension, and higher rates of infant deaths compared
to their white counterparts.

Disparities in the incidence and prevalence, screening, stage
at diagnosis, treatment, and survival in cancer demonstrate a
very complex environment of the causes of such differences 15.
As mentioned above, some of these cancer disparities may
be explained by cultural differences, socioeconomic status,
access to care, physician communication styles may
contribute, or a combination of these factors 16 .
People of color frequently have advanced stages of the
disease by the time they are diagnosed and present for
treatment. They are also not well represented in clinical trials
of new innovative treatments and outcomes
Stroke incidence and mortality rates are much higher in
African-Americans
compared
to
whites.
Different
symptomatic expressions, refusal of more invasive
treatment, poorer physician communication regarding
treatment options, and the higher incidence of poorly
controlled hypertension and diabetes may contribute to
more unsuccessful diagnosis
and treatment of stroke among
17-18
blacks and other minorities
. There is still much work to be
done, even in cases of transient ischemic attacks (ministrokes), where minority patients may delay seeking medical
care until their condition has evolved into a stroke.
All minority populations are disproportionately affected by
end-stage renal disease (ESRD) compared to their white
counterparts. In part, this disparity is explained by higher
rates of sickle cell disease, poorly controlled hypertension,
and poorly controlled diabetes among African-Americans,
higher rates of diabetes among Native Americans, and poor
healthcare access and utilization for both groups 17-19. Blacks
and other minorities are less likely to be placed on transplant
lists, receive few kidney transplants, and stay on dialysis
longer than whites. While much progress has been made in
preventing and treating kidney disease, these disparities still
persist at an alarming level.

African-Americans
and
other
minority
groups
are
disproportionately affected by HIV/AIDS compared to other
minority and white populations. HIV/AIDS is a leading cause
of death among minorities because of the many
socioeconomic, cultural, communication, mistrust, and
behavioral risk factors associated with the infection and
subsequent disease.
Even after diagnosis, whites are more likely to seek care
earlier, be taking antiviral drugs, and undergo different
19,20
diagnostic procedures compared to minority populations .
Now, well into 40 years of dealing with HIV/AIDS, many
disparities still exist across the continuum of care.
Disparities exist in numerous other diseases and conditions
affecting African-American and other minority populations.
There may be many explanations for some of the
differences; however, much more work needs to be done on
the interventional side to further reduce these disparities
through education and work closely with patients, providers,
communities, and industry 21 .

One of the first steps is to include more minorities
representing the true population in clinical trials. Patient,
provider, community, and societal factors must be
addressed and improved to reduce these terrible disparities
and the disproportionate burden of disease that many
minority populations carry.

KEY FINDINGS
Demographic data on minority participation in clinical trials are
available on essential websites like clinicaltrials.gov for completed
studies and results posted.
Examination of this demographic data reveals that most
clinical trials do not have an adequate number of minorities
representative of the population demographic participating in
studies on diseases that disproportionately affect minority
populations compared to whites.

Clinical trial investigators and funding organizations should
include members of minority communities on study teams to
enhance the recruitment of underrepresented minorities and
ensure those study findings are more broadly generalizable.

Racial disparities can occur at every level of disease severity and
at every stage of the screening, diagnostic, and treatment
process.
Minorities often seek treatment later in the advanced level of
disease and may be more hesitant to participate in clinical
trials than their white counterparts.

While much effort has been made to significantly reduce racial
and ethnic disparities over the past 40 years, the disparities are
many, and the reduction is slow.
Societal, cultural, and environmental factors must be
addressed at every level to maximize the effectiveness of
diagnosis, treatment, outcomes, and quality of life for
vulnerable minority populations.
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