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out disproportionately harming
low-wage workers in the service
industry, and whether and how to
regulate travel. Failure to narrow
uncertainty on these points in
the aftermath of Covid will cost
us dearly again in the future.
The imperative is to scale up
the infrastructure for at least
three kinds of research: study of
the mechanisms, effects, side effects, and implemenAn audio interview
tation of laws dewith Prof. Burris
signed to influence
is available at NEJM.org
health, such as Covid
control measures; research on how
the legal infrastructure of the
U.S. health system — the allocation of powers and duties, as
well as limits on authority — influences the effectiveness of the

system; and perhaps most important for addressing health equity,
studies of how laws that may appear to have no health purposes
— such as the tax code, minimum wage, and labor rules —
shape the social determinants of
health.
Law has significant health effects. Failure to study these effects
and translate that knowledge into
better law reflects problems of
culture, not science.
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H

idden deep within the $2.3
trillion omnibus spending
and relief package passed by Congress in December 2020 lies a
little-known but powerful provision intended to promote equitable access to clinical trials. Beginning in January 2022, coverage of
the “routine costs” associated with
clinical trial participation will be
guaranteed for all Medicaid beneficiaries for the first time in the
program’s history. The absence of
federal policy in this area until
now has most likely suppressed
the representation of low-income
and minority populations in the
clinical research that underlies
therapeutic advances, thereby limiting equitable access to potentially state-of-the-art therapies and

compromising the generalizability of research findings.
For years, Medicare and private payers have covered the socalled routine costs that accompany clinical trial participation,
such as the fees associated with
physician visits, hospital stays,
diagnostic tests, and other standard clinical services that would
have been covered absent the patient’s participation in a trial. A
national coverage determination in
2000 mandated coverage of these
costs for Medicare beneficiaries.
Later, the Affordable Care Act
(ACA) extended this mandate to
include commercially insured patients (with the exception of those
enrolled in grandfathered plans,
which were exempted from the
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requirement). Medicaid beneficiaries, however, were excluded from
these federal measures, an omission that left states to legislate
their own coverage policies. Consequently, state Medicaid programs vary in the degree to which
they cover the routine costs associated with trial participation,
with only 15 states mandating
coverage (see map).
Meanwhile, rates of participation in clinical trials remain low
for racial and ethnic minority
groups, which results in study
samples that don’t accurately reflect the populations that could
benefit from the products being
studied. For example, non-Hispanic White patients are nearly
twice as likely as Black patients
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and three times as likely as Hispanic patients to enroll in cancer
clinical trials — a gap that has
widened over time.1 Inequities in
enrollment have also manifested
during the Covid-19 pandemic,
which has disproportionately
affected non-White patients, without their commensurate representation in trials of Covid-19 therapeutics.2
Multiple factors at the patient,
clinician, organizational, and
structural levels account for these
persistent inequities. Low rates
of trial participation among nonWhite patients have been attributed, in part, to cultural and
language barriers, distrust of the
health care system stemming
from a history of mistreatment,
inequities in health care access,

1976

implicit biases among clinicians
and researchers, limited resource
availability at hospitals that serve
predominantly non-White patients,
and restrictive study-eligibility criteria that disproportionately exclude patients who live in marginalized communities.3 Moreover,
racial and ethnic minority groups
may be especially likely to be affected by financial barriers to
study participation, which include
the costs associated with more
frequent clinic visits, time away
from work, and travel-related expenses. Financial concerns — including concerns regarding delays and denials of insurance
reimbursement for routine trialrelated costs — are frequently
cited as deterrents to clinical trial
enrollment.
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Medicaid programs are well
positioned to mitigate inequities
in clinical trial enrollment by improving access to care and directly addressing patient-level financial barriers to participation.
The ACA expanded Medicaid to
millions of Americans who previously were not eligible for the
program, which led to dramatic
improvements in coverage for lowincome people and racial and
ethnic minority groups. Medicaid
expansion has been associated
with better access to care, increased financial protection, and
improved health outcomes. More
recent evidence suggests that state
Medicaid programs have provided a robust safety net amid widespread pandemic-related joblessness and health insurance loss.
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Medicaid expansion — combined
with the new policy mandating
coverage of clinical trial–related
costs — has the potential to increase rates of trial participation
and reduce inequities in enrollment, both by extending coverage of routine costs and, more
generally, by enhancing access to
medical services for people who
were previously uninsured.
The question now is how to
leverage the coverage mandate to
address ongoing barriers to trial
participation and reduce persistent inequities in trial enrollment.
We believe there are several important steps that state and federal policymakers should take to
ensure the success of this provision.
First, states and provider organizations could use Medicaid’s
nonemergency medical transportation (NEMT) benefit to ensure
affordable access to appointments
associated with clinical trials. Although the NEMT benefit is most
commonly used to increase access to behavioral and preventive
health services and care for
chronic conditions, it could play
an important role in facilitating
trial participation for underserved
groups that disproportionately report transportation-related challenges, including low-income,
elderly, and racial and ethnic minority populations. Some states,
including Indiana and Iowa, have
limited the NEMT benefit as part
of Medicaid-expansion demonstration projects; early evidence suggests that these waivers probably
had an adverse effect on access
to care. Going forward, we believe the Centers for Medicare
and Medicaid Services should deny
waivers that limit access to the
NEMT benefit, given the prevalence of transportation-related

barriers to care in the Medicaid
population. In addition, states
could work to increase awareness
of this benefit, reduce the administrative burdens for clinicians
and patients associated with
Medicaid-covered NEMT services,
and avoid imposing unnecessary
restrictions on the use of these
services, including restrictions on
the number of rides, type of ride,
and ride distance.
Second, states could use Medicaid funding to invest in patientnavigation programs to help people gain entry to clinical trials
and negotiate the complex trial
participation process. Patient navigators assist people in addressing health and social needs and
have been shown to improve patients’ access to care and outcomes for a range of clinical
conditions. Navigator programs
have the potential to increase
and maintain accrual of minority
patients in clinical trials.4 Serving as an important bridge between the community and academic medical centers, patient
navigators are well positioned
not only to improve health care
access and the availability of social supports, but also to engender trust in health care systems
among marginalized populations
— particularly those that have
been subject to historical neglect
or mistreatment by providers and
institutions.
Finally, in addition to calling
for standardized reporting and
enhanced transparency regarding
participation of marginalized populations in clinical trials, we believe that stronger accountability
measures are necessary. Although
agencies such as the National Institutes of Health (NIH) and the
Food and Drug Administration
(FDA) have outlined strategies
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for increasing representation of
minority groups in research, these
strategies lack meaningful enforcement measures and fall short
of ensuring equitable access to
clinical trials. A recent study examining 230 trials leading to
FDA approvals of oncology drugs
found that data on participants’
race was reported in only 63% of
trials; in studies that did report
data on race and ethnic group,
Black and Hispanic patients were
underrepresented relative to distributions of people with cancer
in the United States.5 The NIH
and FDA could pilot and evaluate
new mechanisms for promoting
accountability — for example,
withholding a portion of funding
from National Cancer Institute–
designated cancer centers that fail
to demonstrate equitable access to
and participation in clinical trials.
If successful, such a policy could
be generalized to institutional
funding for clinical research in
other disease areas. To protect
marginalized populations against
the potential for coercion or mistreatment while enhancing access
to valuable opportunities, data
and safety monitoring boards
should be charged with evaluating equity in trial recruitment
and retention, in addition to ensuring the safety of members of
these groups in trials.
Extending federally mandated
coverage of routine trial-related
costs to Medicaid beneficiaries
could help ameliorate long-standing barriers that have suppressed
enrollment of low-income and
non-White patients in research in
the United States. It is now up to
federal and state policymakers,
working together with health systems and researchers, to ensure
that the new legislation achieves
its full promise of reducing in-
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equities in clinical trial participation — inequities that compromise both the scientific process
and access to new therapeutics
for all people who could benefit
from them.
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Dilemmas of Double Consciousness — On Being Black
in Medicine
Ayana L. Langston, M.D.

W

hat do you do when everything changes? You know
— the kind of moment when
everything before it made complete sense and everything after
it is totally unrecognizable?
Finding and maintaining one’s
own perspective are concepts that
make perfect sense in theory but
are incredibly difficult in practice,
and they have taken me years to
understand. The first time I revisited my elementary school as a
high school sophomore, I looked
around at how small the furniture was and thought, “Wow, this
place has really changed,” but I
was the one who had changed. I
remember the moment in my adolescence when I first saw my parents as actual people. They were
raw and real with thoughts and
dreams and lives that had existed
long before I did and extended
well beyond raising me. These
shifts in perspective always hit
me like a bolt of lightning, powering me with a newfound understanding of the world — like
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watching myself grow up before
my own eyes.
It was a random day just like
any other when I suddenly stopped
being just a Black person in
America. I looked around at the
sea of white faces that seemed to
fill every space I entered, and I
realized for the first time that I
was now a Black person in medicine. The distinction may not be
clear to everyone, but these two
existences have become vastly different realities in my life that,
though they cannot be separated,
have yet to find equilibrium. I
know, both from my own pursuit
of a medical education and from
the numerous accounts of my
Black colleagues and friends, that
I am not alone in experiencing
this internal conflict, but knowing that fact has not made it any
easier to bear.
Until fairly recently, it was
easier than one might think to
minimize the effects of racism
on my life. But the more I learned
about the physiology of the human
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body, the more I was forced to
confront the degradation of the
Black body. The better I became at
learning the algorithms for diagnosis, treatment, and delivery of
health care, the more apparent it
was that these algorithms were
never meant to cure, heal, save, or
protect any patient who looked
like me.
I became frustrated and discouraged. As a Black woman physician in possession of all the
knowledge that comes along with
that title, I realized that you can
do everything humanly possible to
set yourself on an upward trajectory, but you can never outrun
the truth of the past. No matter
how many kale smoothies I drink
or how many miles I run, I am
still twice as likely as a White
woman to die of heart disease, diabetes, or cancer and more than
three times as likely to die in childbirth. As I look at my own family, I can’t help but wonder how
different our lives would be had we
been born as White Americans.
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