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Abstract
In the United States, the incidence and mortality rates of many cancers, especially prostate cancer, are dispropor-
tionately high among African American men compared with Caucasian men. Recently, mortality rates for prostate
cancer have declined more rapidly in African American versus Caucasian men, but prostate cancer is still the most
common cancer and the second leading cause of cancer deaths in African American men in the United States.
Compared with Caucasian men, prostate cancer occurs at younger ages, has a higher stage at diagnosis, and is more
likely to progress after definitive treatments in African American men. Reasons for racial discrepancies in cancer are
multifactorial and potentially include socioeconomic, cultural, nutritional, and biologic elements. In addition to
improving access to novel therapies, clinical trial participation is essential to adequately establish the risks and
benefits of treatments in African American populations. Considering the disproportionately high mortality rates noted
in these groups, our understanding of the natural history and responses to therapies is limited. This review will explore
African American underrepresentation in clinical trials with a focus on prostate cancer, and potentially effective
strategies to engage African American communities in prostate cancer research. Solutions targeting physicians, in-
vestigators, the community, and health care systems are identified. Improvement of African American participation in
prostate cancer clinical trials will benefit all stakeholders.
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Introduction
In the United States, the incidence and mortality rates of many

cancers (for example, breast, colorectal, lung, pancreas, stomach, in
addition to prostate) are disproportionately high in the African
Americans versus the general population.1-3 Although cancer
deaths have declined for Caucasian and African American in-
dividuals, the African American population continues to experi-
ence a greater mortality burden for the most prevalent cancer types
(Figure 1).2-4

Oncology trial participation provides access to novel therapies,
and these studies should optimally reflect the populations affected
by that particular condition. Furthermore, clinical trials can
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provide access to potentially life-saving experimental therapy in
patients for whom options are limited and prognosis is poor.5

African American patients are underrepresented in clinical tri-
als,6,7 including trials of prostate cancer.8,9 The paucity of African
American participation in clinical trials is well documented.7,8,10

Without an adequate minority sample, clinical trials are not suf-
ficiently powered to detect differences in responses to therapy,
which might lead to a suboptimal assessment of therapies for
ethnic minority patients, especially African American pa-
tients.5,7,8,11 African American underrepresentation in clinical
trials might be particularly relevant for developing newer oncology
treatments because specific molecular targets might be sensitive to
the subtle distribution of genetic variation across different ethnic or
racial backgrounds.

Recognizing the serious implications of African American under-
representation in oncology clinical trials,7,8 numerous strategies have
been used in an effort to boost participation, with varying degrees of
success. In this review, we explore this topic to provide additional
insight into future approaches and policies promoting improvement
in recruiting African Americans into oncology trials with subsequent
benefits in outcomes, with a focus on prostate cancer.
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Figure 1 Five-Year (2006-2010) Average Annual Cancer Incidence and Cancer Death Rates (2008-2012) Per 100,000 Persons,
According to Race/Ethnicity and Age-Adjusted to the 2000 US Standard Population.2 (A) Incidence and Mortality According
to Race and Sex for Cancer at All Sites; (B) Incidence of the 15 Most Common Cancers in Men According to Race; (C)
Mortality of the 15 Most Common Cancers in Men According to Race

2 - Clinical Genitourinary Cancer Month 2015

Barriers to Minority Trial Participation



Chiledum Ahaghotu et al
Overall Cancer Incidence and Prognosis for African
American Oncology Patients

According to the Surveillance, Epidemiology, and End Results 18
database (2000-2012), the incidence of all cancers in the United
States in 2012 was higher among the African American (542/
100,000) than in the Caucasian (484/100,000) population.2

Furthermore, the incidence of prostate cancer in 2012 was 179
per 100,000 African American men compared with 104 per
100,000 Caucasian men.2 For 2015, the American Cancer Society
estimated that the number of new cases of prostate cancer in the
United States (all races) will be 220,800 (26% of all cancers in
men), and that 27,540 (12%) of these men will die.12

Since the peak of cancer-related deaths in the United States in
1991, mortality rates for most cancers have declined, with the fastest
rates of decline reported for African American men (33% decline)
from 1991 to 2010.4 However, for most cancers, African American
individuals still have shorter survival times and higher death rates
than any other racial or ethnic group in the United States.3,4,13 In
2012, the age-adjusted mortality rate per 100,000 for prostate cancer
was 41.8 in African American versus 18.1 in Caucasian men.2

Compared with Caucasian men, African American men with pros-
tate cancer have a 2.5-fold greater risk of death from this disease.4

Reasons for Increased Cancer Incidence and Mortality
Rates in African American Patients

The reasons for the disparities in cancer incidence and survival
between African American and Caucasian populations are multi-
factorial and controversial,3,4,7 and prostate cancer is no excep-
tion.14,15 Higher breast and prostate cancer mortality rates have
been linked to later detection and poorer stage-specific survival in
African American patients.3,4,15-17 Genetic susceptibility and dif-
ferences in androgen biology might be linked to a more aggressive
disease course and poorer outcomes for African American men with
prostate cancer.15,18,19 Racial differences in psychosocial factors
have been reported, including perceived risk, diet, exercise, educa-
tion, literacy, acceptance of treatment recommendations, and
distrust of the health care system, which might also influence cancer
incidence and outcome.3,4,7,20,21 The effects of many of these fac-
tors specifically on prostate cancer have also been evaluated.15,22-28

Generally, access to health care is a critical factor in disease
outcomes; lower socioeconomic status might be associated with
higher-stage cancers at presentation and worse outcomes.4,7

Approximately 27% of the African American population lived
below the federal poverty threshold compared with 10% of the
Caucasian population according to the US 2012 Census,29 and
racial and ethnic minorities are more likely to live in communities
with limited health care resources,30 including those with prostate
cancer.31 African American men are less likely to receive definitive
treatment for prostate cancer than Caucasian men,4,8,13,15,32,33

undergo prostate-specific antigen screening,13,34,35 or receive inno-
vative treatments.8,36 Health insurance status might also influence
health-seeking behavior: 19% of African American individuals are
uninsured, compared with 11% of Caucasian individuals in the
United States.29 Interestingly, studies have found marked suppres-
sion of cancer mortality disparities when racial groups were
controlled for treatment and cancer stage.7,37
Regardless of the cause, adequate representation in clinical trials
confers a potential benefit to all stakeholders. In addition to
potentially improving patient care and providing better data sets,
greater participation rates will promote a deeper understanding of
the risks and benefits of various treatments in African American
populations.

Low African American Participation
in Oncology Clinical Trials

Historically, low African American participation in US oncology
trials has resulted in study populations that do not adequately
represent the racial and ethnic distribution of the target popula-
tion.7,8 For example, in National Cancer Institute (NCI) Clinical
Trial Cooperative Group breast, colorectal, lung, or prostate cancer
surgical38 and nonsurgical39 oncology trials, African American in-
dividuals were only 8.0% and 9.2%, respectively, of the partici-
pating populations. An analysis of minority participation in 17
prostate cancer studies submitted to the US Food and Drug
Administration (FDA) between 1994 and 2011 showed that African
American individuals made up only 5.3% of the study populations
overall, although 3 trials had study cohorts comprised of >20%
minority individuals.40 Moreover, there was no trend toward
increased minority enrollment over time.

The percentages of African American patients enrolled in surgi-
cal38 and nonsurgical39 oncology trials are not reflective of the
percentages of African Americans in either the overall US popula-
tion (11.3% and 10.8%, respectively) or of the cancer population
(11.2% and 10.9%, respectively). Interestingly, in the analyses of
NCI studies, African American men with prostate cancer, compared
with Caucasian men, were as likely to participate in surgical trials,38

and significantly (P < .001) more likely to participate in nonsurgical
prostate cancer trials39 (although the difference in this enrollment
fraction is only small, and the authors noted that the representation
of African American and Caucasian men in their analyses of prostate
cancer trials was comparable; Table 1). However, it is clear from
recent surveys that African American men are less likely to undergo
prostatectomy in the United States than Caucasian patients,41,42

although this racial disparity is improving.43

As recently reported by Spratt and Osborne,8 7 landmark, phase
III, NCI, randomized trials in castration-resistant prostate cancer
resulted in FDA approval of 5 drugs since 2010. However, despite
previous reports that African American individuals are underrepre-
sented in prostate clinical trials,9,38,39 the proportion of African
American patients enrolled in 17 phase III trials in metastatic
castration-resistant prostate cancer ranged from 2.0% to 13.8%,
with most of these trials only recruiting 2.0% to 5.8%
(Table 2),8,44-60 which is markedly below the proportion of African
American men who die of advanced prostate cancer.2

It is critical to improve clinical trial participation and prostate
cancer treatments for the African American population. Indeed,
despite the National Institutes of Health (NIH) Revitalization Act
of 1993 mandating the appropriate inclusion of minorities in all
NIH-funded research, a recent 20-year review has reported that the
proportion of minority patients in cancer clinical trials is still
persistently low.61 However, some progress is being made, for
example in the metastatic castration-resistant prostate cancer phase
Clinical Genitourinary Cancer Month 2015 - 3



Table 1 Enrollment of Participants Into National Cancer Institute Cooperative Group Surgical38 and Nonsurgical39 Clinical Trials
(2000-2002) According to Cancer Type and Race/Ethnicity

Cancer Site Race/Ethnicity Trial Participants, n Enrollment Fraction, % OR (95% CI) P
Surgical trials

All cancers Total 13,991 0.68

Caucasian 12,112 0.72 1

African American 1108 0.48 0.67 (0.63-0.71) <.001

Breast cancer Total 10,445 1.67

Caucasian 8984 1.70 1

African American 844 1.56 0.91 (0.85-0.98) .01

Colorectal cancer Total 837 0.19

Caucasian 710 0.20 1

African American 57 0.13 0.64 (0.49-0.84) .001

Lung cancer Total 2510

Caucasian 2263 0.68 1

African American 180 0.43 0.6 (0.51-0.69) <.001

Prostate cancer Total 199 0.04

Caucasian 155 0.04 1

African American 27 0.03 0.91 (0.6-1.4) .6

Nonsurgical Trials

All cancers Total 37,635 1.7

Caucasian 32,633 1.8 Referent

African American 3062 1.3 0.71 (0.68-0.74) <.001

Breast cancer Total 19,893 3.2

Caucasian 17,344 3.3 Referent

African American 1393 2.5 0.74 (0.70-0.79) <.001

Colorectal cancer Total 8434 1.9

Caucasian 7408 2.0 Referent

African American 578 1.3 0.64 (0.59-0.70) <.001

Lung cancer Total 4297 0.8

Caucasian 3855 0.8 Referent

African American 316 0.5 0.61 (0.54-0.68) <.001

Prostate cancer Total 5011 0.8

Caucasian 4026 0.8 Referent

African American 775 1.0 1.18 (1.09-1.28) <.001

P values are for the comparison with Caucasian patients.
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III trials with sipuleucel-T, 5.8% of patients were African Amer-
ican.62 Subsequently, the phase IV registry, PROCEED (PRO-
VENGE Registry for the Observation, Collection, and Evaluation
of Experience Data; NCT01306890), enrolled 1973 patients with
advanced prostate cancer with 11.7% of the population African
American.63 Through the Prostate Cancer Clinical Trials Con-
sortium there is an ongoing immune evaluation study of sipuleucel-
T in African American and non-African American men with
castrate-resistant prostate cancer (protocol number 2013-108). In
addition, a clinical trial is under way with abiraterone acetate spe-
cifically in African American patients (NCT01735396). With
approximately 12% of the US population being African American
and their risk of advanced prostate cancer being more than double
that of Caucasian men, some researchers advocate that �12% and
perhaps up to 19% of patients with early stage prostate cancer
and �19% and up 26% with advanced castrate-resistant prostate
nical Genitourinary Cancer Month 2015
cancer clinical trial participants should be African American
patients.8,9,40

Low Rate of Clinical Trial
Participation for African American
Patients: Contributing Factors

Overall, it is well recognized that the rate of African American
clinical trial participation across many disease states is low, and that
the contributory factors are complex and multifaceted.7 Consider-
able research has been conducted to investigate the relative paucity
of African American enrollment in clinical trials and many patient-
specific, environmental, and cultural factors have already been
identified; although there is less information specifically for prostate
cancer. Lessons learned across a wide variety of cancer types might
be applicable to prostate cancer in African American men, who have
a particularly high incidence and higher risk for poor outcomes.2,13



Table 2 Summary of Enrollment of African American Men
Onto Phase III Prostate Cancer Trials

Clinical Trial
Total of Trial
Participants, n

African American
Patients, n (%)

Abiraterone (Before
Chemotherapy)44

1088 30 (2.8)

Abiraterone (After
Chemotherapy)45

1195 43 (3.6)

Aflibercept46 1224 32 (2.6)

Atrasentan47 994 137 (13.8)

Bevacizumab48 1050 Not reported (88% of
patients were white)

Cabazitaxel49 755 40 (5.3)

Docetaxel50 674 90 (13.4)

Docetaxel51 1006 Not reported

Enzalutamide (Before
Chemotherapy)52

1717 34 (2.0)

Enzalutamide (After
Chemotherapy)53

1199 47 (3.9)

Ipilimumab54 799 21 (2.6)

Lenalidomide55 1059 46 (4.3)

Orteronel (Before
Chemotherapy)56

1560 Not reported (regions
included)

Orteronel (After
Chemotherapy)57

1099 27 (2.5)

Radium-223 chloride58 809a 16 (2.0)

Satraplatin59 950 Not reported (89% of
patients were white)

Sipuleucel-T60 737 43 (5.8)

aInterim study population with available data on African American study participants8; final study
cohort was 901 treated patients (921 randomized patients), although the number of African
American patients was not stated.58
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Socioeconomic Status
Socioeconomic factors influence not only cancer incidence and

prognosis, but also affect awareness and access to clinical trials,7,64

including prostate cancer trials.8,65 Poverty and low socioeconomic
status, including poor education and unemployment, play a role in
a low rate of clinical trial participation.7,8,64 A survey of 5499
patients, 28% (n ¼ 1549) with prostate cancer, found that lower-
income patients were less likely to participate in clinical trials than
higher-income patients, even among those aged 65 years or older
who have universal access to Medicare.64 Several studies on
prostate cancer confirm the negative effect of poverty or low in-
come on African American individuals who participate in trials, or
who seek or receive treatment.1,31,36,43,64-66 Low socioeconomic
status is associated with complex social and health problems67 that
might preoccupy patients and undermine their willingness or
ability to participate in clinical trials. Additionally, concerns about
transportation and out-of-pocket expenses, are also major barriers
to patient participation,68,69 particularly for African American
patients.64,70,71

Education and Awareness
A lack of awareness and knowledge about clinical trials contribute

to a low rate of participation among African American in-
dividuals.7,11,72 Wood et al reported that ‘non-Caucasian’ patients,
most of whom were African American, were less likely to gather
information about clinical trials from physicians than Caucasian
patients (34% vs. 50%; P ¼ .05), or from the internet (11% vs.
31%; P ¼ .007), but were more likely to obtain information from
other patients (25% vs. 12%; P ¼ .04).73 Lack of clinical trial
awareness and differences in information-seeking behavior are
associated with lower education levels. The PLCO (Prostate, Lung,
Colorectal, and Ovarian) cancer screening trial found that partici-
pants of all races had higher education levels than the general
population.74 Lack of education has also been listed as one of several
reasons for African American men not participating in a prostate
cancer clinical trial,1 or not seeking or receiving treatment for
prostate cancer.65,66

Eligibility Barriers
Comorbidities can affect a patient’s eligibility for clinical tri-

als,75-77 which often have restrictive inclusion and exclusion
criteria. In general, patients with more comorbidities are less likely
to qualify for inclusion. For example, at one center, only 8.5% of
consecutively diagnosed African American cancer patients were
eligible for participation in cancer clinical research trials (20 of 235
patients; no comparator for Caucasian patients).78 Among those
who did not meet the eligibility criteria, 24.2% did not have
disease that was being assessed by an available protocol, 17% were
ineligible because of comorbidities, and the rest had features that
excluded them from participation, including poor performance
status, multiple primary cancers, previous chemotherapy, or HIV-
positive status.78 In the NCI’s Community Cancer Centers Pro-
gram, greater odds of physical or medical conditions that reduced
the rate of enrollment into clinical trials were associated with older
age, male sex, and African American race.76 A large study on racial
disparities in prostatectomy reported that African American pa-
tients were more likely to have more comorbidities than Caucasian
patients and, therefore, were less likely to undergo invasive
surgery.43

Willingness to Participate
Eligibility and access barriers assume, to some extent, willingness

of patients to participate in clinical trials. However, attitudes toward
clinical trial participation vary from ‘generally favorable,’79 to the
perception of ‘last resort.’80 Distrust of the US health care system
might be a major factor influencing African American clinical trial
participation.81,82 The Tuskegee Syphilis Experiment, an infamous
clinical trial conducted between 1932 and 1972 by the US Public
Health Service to study the natural progression of untreated syphilis
in rural African American individuals in Alabama, might still resonate
in the African American community.5,81,83 Indeed, in a small survey
of African American patients with prostate cancer, a major concern
cited for inclusion in prospective studies was the Tuskegee study
aftermath.84 One study noted that 22% of non-Caucasian patients,
most of whom were African American, believed that they had been
treated in clinical trials without their knowledge, compared with 9%
of Caucasian patients (P ¼ .032),73 highlighting that distrust in the
health care system remains prevalent. Lack of trust is also a major
factor influencing prostate cancer treatment in African American
patients.71 For example, in the North Carolina Prostate Cancer
Outcomes study (this state has one of the broadest racial disparities
for prostate cancer with mortality being almost 3-fold greater in
Clinical Genitourinary Cancer Month 2015 - 5
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African American vs. Caucasian patients), the mean Physician Trust
Score was significantly lower for African American (86.1; n ¼ 207)
versus Caucasian (89.8; n ¼ 348) participants.85 Updated findings of
this study together with those from the North Carolina-Louisiana
Prostate Cancer project noted that mistrust and racism were the
most important cultural factors to negatively affect the satisfaction of
African American men with health services.86

The importance of perceived benefit might also be a factor. In
one study, a similar proportion of Caucasian and non-Caucasian
patients, most of whom were African American, were interested
in learning about clinical trials, but non-Caucasian patients more
often required a >50% chance of benefitting before they would
participate (64% of African American compared with 45% of
Caucasian patients; P ¼ .03).73

Cultural Barriers
Physicians play an important role in patient recruitment into

clinical trials,77,80 yet, they do not recommend clinical trials to
African American cancer patients as often.72,87 In one study, a
quarter of physicians cited cultural barriers as a deterrent to rec-
ommending African American cancer patients for clinical trials.82 In
a small study that recruited African American and Caucasian pa-
tients with prostate cancer, men were more receptive to participa-
tion when contacted by their own physician.88

Religious and cultural determinants might also be important. Of
218 oncology patients, those who believed that “God would
determine whether or not they would be cured or die from their
cancer” were less likely to participate in a clinical trial (unadjusted
P ¼ .01); more African American (95%) than Caucasian patients
(78%) held this belief (P ¼ .05).70 A focus group study including
African American participants suggested that the importance of race
or ethnicity matching to health care professionals could influence
clinical trial participation.89 Sensitivity to African American cultural
norms toward elders was shown to reduce this population’s distrust
of research.90 Interestingly, African American men were more likely
to acquire knowledge on prostate cancer screening if they attended
churches with a spiritually based versus those with a nonspiritual
education intervention.91

Type of Institution Where Patients Are Treated
Historically, clinical research trials were more likely to be con-

ducted at academic institutions. However, the NCI Community
Cancer Centers Program has facilitated the promotion of clinical
trials in community practices, where many cancer patients are
treated.92 Indeed, a higher rate of study participation has been
observed in US communities with an NCI Community Clinical
Oncology Program-affiliated practice or a medical school, empha-
sizing the importance of access to clinical research networks and
infrastructure.93 However, racial and ethnic minority populations,
including African American, are more likely to live in communities
with a paucity of health care resources, inadequate public transport,
poor infrastructure, and limited access to academic medical cen-
ters.30,31 Indeed, African American patients with prostate cancer
were less likely to receive treatment in an academic institution
compared with Caucasian patients (2% vs. 13%, respectively),42 or
to receive a prostatectomy at an institution with a high annual
hospital caseload (70.1% vs. 79.7%; P < .001).43
nical Genitourinary Cancer Month 2015
Solutions and Strategies to Boost
Clinical Trial Participation

To improve African American clinical trial participation, more
needs to be done to increase awareness of available opportunities
and of the potential benefits.7,8,33,72,87 Local and national strategies
to boost African American participation should help communities
learn about trials, build trust in the health care system, and address
barriers to access.8,11,94,95 Numerous solutions have already been
proposed to boost African American participation in clinical trials,
and much of the knowledge previously gained, as outlined herein, is
applicable to targeting African American recruitment into prostate
cancer trials.

Strategies to Engage African American Participants
Personal Contact. Strategies to encourage African American

recruitment should account for cultural differences. African
American patients have lower reported literacy rates, which might
reduce effectiveness of written communications.27 However, in a
prostate cancer behavioral intervention trial, direct mailing
resulted in 67% of recruitment, and 22% of participants were
African American despite only 13% of contacted patients being of
this race.96 Direct mailing to prostate cancer patients (identified in
a tumor registry) or phone contact by their physicians were suc-
cessful in recruiting 521 patients, 46% of whom were African
American, into a family history trial.88 Other evidence suggests
that face-to-face interventions might be the most successful
strategy for trial enrollment.95 For example, the African American
men Project found that face-to-face contact was successful in
recruiting African American individuals.97 In a survey of African
American individuals, a prostate cancer survivor-led interview was
effective in improving knowledge and promoting positive attitudes
toward screening.98 The ability for patients to have a one-on-one
discussion with a clinical trial advocate might provide a means for
them to explore any concerns they might have on the effect of trial
participation on their daily lives, and thereby increase participa-
tion.99 Data from 505 African American men in the North
Carolina-Louisiana Prostate Cancer project support a patient-
centered approach in overcoming barriers to seeking health
care.83 In a small prostate cancer screening study in rural Virginia,
most African American patients who were recruited (11/17; 65%)
responded to word-of-mouth in local places (barber shops, com-
munity health centers, and churches).100 In contrast, of 75 mi-
norities (73 were African American) enrolled into a St Louis
cancer clinical trial (8% with prostate cancer), regular patient
contact by a trained African American ‘coach’ did not enhance
patient attitudes toward clinical trials versus standard care.101

Telephone interviews by patient ‘navigators,’ which are less
resource-intensive than some face-to-face approaches, have
worked well in boosting recruitment of African American partic-
ipants to screening programs.95,99,102,103 Moreover, involving fe-
male partners of African American men by providing a customized
brochure significantly enhanced ‘thinking about initiating a pro-
vider visit’ for prostate cancer screening.104 Data from other
studies also suggest that race- and sex-matching of interviewers
and use of an introductory letter from a known African American
spokesperson or with culturally sensitive statements might
encourage African American participation.90,94,95,99,105
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Contact via Community Groups. Because of the importance of one-
on-one contact in recruiting African American participants, it is not
surprising that engaging potential clinical trial participants through
existing community groups can be a successful approach,94,95 as
shown for prostate cancer-related trials.91,100,106-109 Church-based
programs are a particularly promising strategy to engage African
American men.91,100,106,108,109 One study provided a video on
prostate cancer screening and a question-and-answer session with an
African American physician and successfully encouraged attendees to
receive screening.106 In Southeastern Michigan, a Men’s Fellowship
Breakfast for African American individuals to discuss cancer issues
reported that 46% of attendees were interested in knowing more
about prostate cancer.108 Promotion of informed decision-making for
prostate cancer screening through church-based interventions
administered by an African American health educator,109 or trained
community health advisers who were African American male church
members91 showed positive results. The Prostate Outreach Project
provided free prostate cancer education and screening in medically
underserved communities through community-based meeting places,
which was highly successful because 63% of the 4420 men recruited
were African American.107

The NCI advocates the development of community-based
participatory clinical research, which brings together community-
based organizations or groups and clinical trial centers.69 These
community groups can assist the researchers in the development of
protocols and help to recruit participants, on the basis of their
understanding of the community’s needs and attitudes. In turn, the
clinical trial centers can share information about how clinical
research is conducted, and what research question is being investi-
gated, and feed back information about progress and outcomes.69

This type of interaction can be achieved in part by public forums
or discussions, supplemented by newsletters or electronic commu-
nication. Moreover, collaborative community-based research can
help to build health infrastructure in underserved communities,
which can have ongoing benefits in terms of reducing health dis-
parities in minority groups.110

Additional Pathways and Considerations. In addition to tailoring
enrollment strategies toward those known to be successful for Af-
rican American participants, there are several simple steps that
might make clinical trial participation more appealing. For example,
logistical issues such as transportation, time commitments, and
child care might be barriers for some patients, particularly those of
low socioeconomic status.5,11 Potential solutions could include
conducting clinical trial visits, where feasible, in community centers,
housing projects, places of worship, or in individuals’ homes.11,111

However, these methods are not feasible for most therapeutic
clinical trials, particularly for prostate cancer because treatment is
frequently undertaken at specialist centers. Mass media methods
appeared to play an important role (together with survivor-led ed-
ucation and institution-based outreach) in improving prostate
cancer awareness among African American individuals.98 Patient
navigators have been successfully used to increase African American
accrual in cancer screening programs,99,102,103 and are used in
routine clinical care to help overcome barriers to follow-up and
treatment among underserved communities.112 Such navigators
assist patients by providing ongoing information and social and
practical support, and the program can be tailored to the linguistic
and cultural needs of the local community.112 Such support might
include helping to coordinate transportation, arranging clinic ap-
pointments, following up with telephone reminders, facilitating
payment through Medicare or insurers, providing outreach and
education activities, and helping patients to understand and follow
the complexities of cancer care.112 Navigators might be lay people or
community health workers, but similar functions may be under-
taken by other members of the wider multidisciplinary cancer team,
including case managers, social workers, nurse practitioners, and
physicians.112 Personalized education and support for patients
might become even more important as clinical trial designs evolve to
meet the new challenges posed by the emergence of biogenetic
markers and personalized treatment. For example, in ‘umbrella’ and
‘basket’ studies, patients’ treatment pathways (and continued
participation in trials) vary according to the results of interim ana-
lyses and responses in defined subgroups.69

Physician- and Investigator-Targeted Solutions
Strategies aimed at physicians and clinical trial investigators offer

additional opportunities to boost African American participation in
clinical trials. First, enhancing community physicians’ knowledge
that studies exist could improve patient access to trials.5 The
American Society for Clinical Oncology recommends involving
community-based physicians, who treat racially and ethnically
diverse patients, in clinical trial recruitment.5 Community physi-
cians with appropriate practice populations might have existing
patient relationships that can encourage trust, facilitate a culturally
relevant discussion about clinical trial participation, and provide
insights into local African American patient recruitment. Direct
referrals of patients by their physicians resulted in 100% recruit-
ment and increased the proportion of African American men
recruited in a prostate cancer behavioral intervention trial,96 and was
successful in recruiting African American patients into a prostate
cancer family history trial.88 Pharmaceutical companies also have a
role in improving recruitment of minority populations into clinical
trials, for example, by including sites that include an African
American population.113

There is also a need for greater incentivization of clinical re-
searchers at academic medical centers to recruit African American
patients in clinical trials. Clinical cancer research is a collaborative
activity, but the traditional metrics used to assess academic
achievement and determine promotion or tenure are designed to
reward individuals rather than teams.69 As a result, it might be
difficult for a physician scientist to achieve the academic recognition
and advancement they deserve on the basis of the value of their
work.69 Therefore, academic centers should be encouraged to
develop tenure and promotion policies and evaluation parameters
that reward team-based research,69 and which possibly also include
parameters or metrics related to minority clinical trial participation.

Another approach that could increase African American partici-
pation is engaging African American investigators, who have a deep
understanding of the needs and concerns of minority patients and
have typically accrued substantial trust within minority commu-
nities. However, because of the lack of health care professionals
from diverse racial and ethnic backgrounds involved in designing
and conducting clinical trials, efforts must be made to recruit and
Clinical Genitourinary Cancer Month 2015 - 7
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train African American investigators. The African American He-
reditary Prostate Cancer Study Network is one example of success in
improving the role of African American investigators. This study
was designed to identify evidence of involvement of chromosome
1q24-25 and to conduct a genome-wide search for other loci
associated with hereditary prostate cancer in African American
men.114,115 The network established several collaborative recruit-
ment centers (CRCs) responsible for identifying and enrolling 100
African American families. Recruitment strategies included mass
media campaigns, physician referrals, community health-fairs and/
or prostate cancer screenings, support groups, tumor registries, and
visits to churches, barber shops, and universities. Physician referrals
and tumor registries were very productive mechanisms for recruit-
ment (eg, 35 of 43 families [81%] and 41% [n ¼ 3400] of pro-
bands initially contacted via phone or email were interested in
taking part, although only 2% of these families were eligible for this
genetic study).114 Moreover, the study not only achieved its
recruitment targets but contributed to substantial capacity-building
for CRCs led by successful African American investigators.

Awareness of cultural differences and sensitivities might also aid
African American recruitment into clinical trials.90 For example,
researchers could engage study participants by discussing specific
measures to protect them, and explaining the importance of
adequate representation of racial and ethnic minorities, including
African American participants, in clinical trials.81 Moreover, phy-
sicians and health care workers could provide patient information
brochures designed to engage African American populations.116

Community- and Health Care System-Specific Solutions
Approaches operating at the level of the community, clinical trial

site, and clinical trial design might boost African American partic-
ipation. Building trust within the community is key.117 This is
particularly crucial in improving communication with African
American communities on prostate cancer issues.98 Increased trust is
important in changing African American recruitment and the
importance of community involvement and support should be
appreciated by the research team.94,95 For example, 2 community-
based approaches (via the general African American community of
various church partners vs involvement of a single lay community
individual) were both highly successful for recruitment (75%-88%)
and retention (66%-71%) of African American participants in
cancer prevention studies versus traditional recruitment methods
(approximately 5%).118 The success of church-based approaches to
improve prostate cancer awareness among African American men
has been described previously herein.91,100,106,108,109 Establishing a
community advisory board and making the results of clinical trials
accessible to the community might also support this goal.110 A
community-based newsletter could be used to maintain regular
contact with trial participants in long-term studies, and to give
feedback on progress to trial participants and community groups.111

Site selection and other site-related considerations are impor-
tant. For example, the SELECT (Selenium and Vitamin E Cancer
Prevention Trial) reached its planned enrollment of 15% African
American patients by specifically considering minority groups
during site selection and providing additional funds to sites with
the potential to increase minority participation.119 The PLCO
cancer screening trial recruited 70% of African American
nical Genitourinary Cancer Month 2015
participants at either a center using specific African American
recruitment measures or one whose catchment area had a high
proportion of African American individuals.74 Thus, specific Af-
rican American recruitment measures can be successful at some
centers and center location is important. Decentralizing recruit-
ment strategies can enable sites to tailor these to local pop-
ulations111; although some sites could use suboptimal approaches.
An evaluation of the effect of ethnicity on primary treatment for
prostate cancer noted that African American men were more likely
to be treated at a Veterans Affairs facility versus Caucasian men.42

Interestingly, tumor burden, treatment choice, and survival out-
comes for prostate cancer were similar between African American
and Caucasian patients treated in the Veterans Affairs health care
system.120 Encouraging training and supporting grant applications
in community health care institutions that treat minority groups110

might also be appropriate strategies for boosting clinical trial
participation in the long-term. In a prostate cancer family history
trial, use of a Louisiana State University-based research associate at
participating hospitals also contributed to the success of recruiting
African American participants.88

Clinical trial design is also an important consideration. Because
restrictive eligibility criteria can be a barrier to minority participa-
tion, there should be thoughtful consideration in designing inclu-
sion and exclusion criteria to facilitate minority participation, while
ensuring safe implementation of the trial.5

Finally, health policy reform supported with financial resources,
such as budget enhancements for community-based participatory
research and payment supplements to providers actively engaged in
minority research, might also offer an opportunity to increase Af-
rican American participation in clinical trials.11 Collaborative
funding models are becoming increasingly important, and might
involve pharmaceutical industry partnerships, or other public-
private models, such as the Foundation for the National Institutes
of Health, which receives money from pharmaceutical companies,
biotechnology companies, and philanthropic donors such as the Bill
and Melinda Gates Foundation.69

Personal economic considerations might also be a barrier to
recruitment, so financial support might be an effective strategy for
patients with low socioeconomic status. Clinical trial protocols
might require that the patient undergo tests or receive care, not all
of which are covered by insurance.69 This might be particularly true
in the current era when expensive biomarker or genomic screening
might be needed for trial participation, and might not be reim-
bursed.69 However, some states now require health insurers to cover
routine costs for patients participating in clinical trials, and evidence
suggests that this practice encourages timely completion of
recruitment.68 A survey of African American perceptions focused on
prostate cancer among a high-risk population in the South reported
that motivators for clinical trial participation included: money,
assurance of safety, education of trial procedures, encouragement
from peers, and free health care.71 Obviously, ethical considerations
related to inappropriate inducement of vulnerable populations must
be at the forefront of such strategies, but with thoughtful design that
incorporates input from the full breadth of relevant stakeholders (eg,
community leaders, advocates, etc), they have considerable potential
to support efforts to promote health and wellbeing in resource-
challenged communities.
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Boosting African American
Participation in Practice:
Opportunities and Resources to
Achieve the Relevant Solutions

Overcoming the barriers to African American participation in
clinical trials, particularly those in prostate cancer, will require an
integrated approach. Opportunities already exist to boost participa-
tion among community-based practices. These include empowering
community leaders, using established community-based health net-
works, improving culturally sensitive communication skills among
health care providers, and promoting the ongoing national conver-
sation through partnerships with medical organizations, advocacy
groups, research organizations, and governmental agencies that
embrace minority health and wellbeing as a core mission objective.

Another innovative strategy to boost African American clinical
trial involvement is establishing a national framework and
Figure 2 Summary of Strategies to Increase African American Enga
infrastructure to support the design and implementation of clinical
trials with eligibility criteria and recruitment strategies appropriate
for African American individuals. Processes should be established for
matching existing research competencies to established community
provider networks and for bringing together successful minority
research groups to share perspectives and strategies (Figure 2).

Conclusion
Current evidence suggests that African American patients expe-

rience disproportionately poor cancer outcomes, notably in prostate
cancer, compared with Caucasian patients. The reasons for these
disparities are multifactorial, with a combination of socioeconomic,
cultural, nutritional, and biologic elements. Poorer outcomes might
be further exacerbated by underrepresentation of African American
patients in prostate cancer clinical trials. Numerous strategies have
been successfully used to boost African American participation.
gement and Participation in Prostate Cancer Trials
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Community-specific strategies along with national guidelines,
infrastructure, and policy reform to facilitate the use of these stra-
tegies provide a logical approach to effectively address this critical
health care challenge.
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