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In this issue of the Journal, Wang and colleagues (1) demon-
strate that Black Americans are less likely to have access
to prostate cancer trials. There has been increasing interest
in minority inclusion in clinical trials as a way to overcome
disparities. It began with the National Institutes of Health
Revitalization Act of 1993, which mandated the inclusion of ra-
cial minorities in clinical trials such that valid analysis could be
done of the differences between the races (2).

The assumption is that disparities exist because research
has not involved Black patients. Contrary to popular belief, mi-
nority enrollment in National Cancer Institute (NCI)–sponsored
cancer treatment trials was and is proportionate to their repre-
sentation in the cancer population. In the mid- 1990s, about 3%
of Black, White, and Hispanic patients with cancer entered NCI
trials (3). Enrollment was and still is low in all demographics.
Recent studies suggest racial parity with the proportion enrolled
(about 5% of cancer patients of each race and ethnicity are en-
rolled in NCI sponsored trials), and racial parity in willingness
to enter a trial when offered (4). The real problem is less than
10% of all cancer patients in the United States are offered the
opportunity to participate in a clinical trial (5). Corporate-
sponsored cancer trials enroll more patients per year than NCI-
sponsored trials. To our knowledge, data on accrual by race is
not published, and there may be disparities.

One should encourage diversity in clinical trials to increase
the generalizability of findings. Generalizability of a clinical trial’s
findings depends on how closely the enrolled population paral-
lels the population with the disease and the medical care settings
treating them. Attention should be given to race, age, and socio-
economic distribution. Generalizability was the basis for the NCI
creating the Community Clinical Oncology Program in the 1980s.
Even still, those accrued to NCI clinical trials have largely come
from suburban America and are more likely to be insured (6).
Insurance issues especially hinder access to trials in states that
have not expanded Medicaid under the Affordable Care Act. Most
of these states are in the south where access to trials is worse.

Racial accrual to prostate cancer trials is of special interest
because Black men have a higher risk of diagnosis and, within
each stage, a mortality rate more than 1.5 times that of White

men. Is this because the treatments are less effective in Black
men? The data suggest not.

In observational studies of prostate cancer patients, equal
treatment yields equal outcome among Black and White
patients treated in the equal-access facilities. The first study to
demonstrate this was published in the mid 1990s (7). Over the
past two and a half decades, there has been sufficient accrual of
patients from racial minority groups to cancer cooperative
group prostate cancer trials such that meta-analysis shows that
equal treatment yields equal outcome. This has been demon-
strated for treatment of localized disease (including active mon-
itoring) and locally advanced and metastatic disease (8-11).

In the National Cancer Database, Black men with high-
grade, localized disease treated with radical prostatectomy
have a 51% higher mortality compared with White men (hazard
ratio [HR] ¼ 1.5, 95% confidence interval [CI] ¼ 1.47 to 1.66) (12).
Adjusting for education, median household income, and insur-
ance status, the disparities decreased to 30% (HR ¼ 1.30, 95% CI
¼ 1.26 to 1.34; P< 1.00 x 10-12). Adjusting for nonclinical factors
and comorbidities, the disparity was reduced to 19% (HR ¼ 1.19,
95% CI ¼ 1.15 to 1.23; P< 1.00 x 10-12). Wang and colleagues (1)
importantly and appropriately note that the high association
between race and socioeconomic variables means that the ef-
fect of each cannot be fully disentangled.

At times, it seems the push for minority inclusion in clinical
trials has overshadowed and delayed addressing real reasons
for disparities. A substantial proportion of Americans (minori-
ties and the poor) get less than optimal standard care (13). A
substantial proportion of women with localized curable breast
cancer do not undergo surgery (14). In prostate cancer, there is
documented racial variation in receipt of quality surgery, radia-
tion and hormonal therapy, and chemotherapy (15-17). For
prostate cancer and most diseases in which there are dispar-
ities, it is not that the treatment does not work in Black patients,
it is that Black patients are less likely to get the treatment.

Clinical trials are associated with the provision of quality
care. Wang and colleagues (1) show that Black patients have
less access to clinical trials. They may also be showing that
Black patients have less access to high-quality care. There is
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evidence that doctors who put 2%-3% of their patients on clini-
cal trials take better care of the remaining 97%-98% (18). Indeed,
that justifies encouraging patients to see doctors who partici-
pate in clinical trials. One can argue that better doctors seek
participation in clinical trials or clinical trials make the doctor
better. Indeed, both may be true. It is also widely accepted that
when a treatment path is unclear for a specific condition, a clin-
ical trial is very appropriate.

Although physicians who participate in trials are more likely
to provide high-quality care, one does worry that there may be re-
source-limited health-care settings where the institution of clini-
cal trials might worsen the overall quality of care provided. There
are safety-net hospitals where resources are already strained,
and offering clinical trials will tax the system even more (16). The
delay for a computed tomography scan will increase, and the bur-
den in the pharmacy and even pathology will grow.

Diversity of populations in clinical study is important not
just for generalizability. As we move toward precision medicine
and targeted therapies, it is important that we study the distri-
bution of those targets in all populations and not create the sit-
uation the National Institutes of Health Revitalization Act was
trying to address. Science needs to worry about diversity in ob-
servational studies as well as clinical trials.

There is a quandary of race and socioeconomic statuses.
Black Americans are more likely to be poor and therefore more
likely to get poor care. It is important to realize that the White
population is larger, and even though a smaller proportion suf-
fer from socioeconomic disadvantage, the largest number of
Americans to receive less than optimal care is likely White and
poor. The problem of disparities in health is more than a prob-
lem for the 11% of cancer patients who are Black. The correla-
tion of lower socioeconomic status and poor care may motivate
greater interest in overcoming disparities in health.
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