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Federal research and regulatory
authorities have long sought
to increase the number of people
from underrepresented racial and
ethnic populations who are in-
cluded as participants in clinical
research. Recently, the Centers
for Medicare and Medicaid Ser-
vices has required, in condition-
ally approving Aduhelm (aducanu-
mab) for use in clinical trials,
that those trials enroll represen-
tative numbers of people of col-
or. The Food and Drug Adminis-
tration has also recently issued
draft guidance for clinical trial
sponsors on approaches to en-
rolling participants who are ra-
cially and ethnically representa-
tive of the populations being
studied. A critical rationale for
these policies is that well-defined
measures of race and ethnicity
capture patient attributes — bio-
logic, sociodemographic, cultur-
al, and behavioral — that may
help practicing clinicians antici-
pate how their patients’ condi-
tions will respond to tested inter-
ventions. This ability could help
increase the appropriateness, and
thus the equity, of care for his-
torically marginalized groups.

Achieving this form of diver-
sity is particularly relevant for
phase 3 clinical trials, which
constitute a primary source of
guidance for regulators and prac-
ticing clinicians. Nevertheless, a
variety of recent assessments have
shown that such trials currently
fall short of including represen-
tative numbers of participants
from diverse racial and ethnic
groups.”?

There are multiple barriers to
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increasing participation in phase 3
clinical trials by members of un-
derrepresented groups. Obstacles
include mistrust of the clinical
research enterprise, geographic
and economic factors that dis-
courage participation by commu-
nities of color, lack of inclusion
of diverse communities in the
planning and execution of re-
search, and a dearth of clinical
investigators from historically
marginalized groups.*

An additional barrier, and one
that requires governmental atten-
tion, is the lack of robust and re-
liable data on race and ethnicity
in the electronic patient databases
maintained by increasing num-
bers of clinical providers and
public and private insurers. With
appropriate patient consent, such
databases offer fast and efficient
methods of identifying people
with clinical attributes of inter-
est. These people can then be
contacted to see if they are will-
ing to participate in trials. It
would greatly facilitate the devel-
opment of diverse cohorts if reli-
able race and ethnicity data were
available and searchable in these
data warehouses. Often, however,
they are not.

Several factors explain this lack
of availability.> First, there is no
consensus about how to define
race and ethnicity, and therefore,
our recorded data are not consis-
tent. For federal research and
regulatory purposes, the Office
of Management and Budget (OMB)
establishes definitions of races
and ethnic groups. These defini-
tions have not been revised since
1997 and are not specific enough
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to capture the increasing diver-
sity of the U.S. population. The
Department of Health and Hu-
man Services (HHS) implement-
ed new, more refined definitions
in 2011, but these do not apply
to all HHS data sets or to data
from other federal agencies, state
governments, or private actors,
unless those entities voluntarily
adopt them. Medicare data have
a particular problem, because the
race and ethnicity of beneficia-
ries are provided by the Social Se-
curity Administration using en-
rollment data obtained at birth;
the race and ethnicity of current
seniors were thus recorded using
definitions from 65 or more years
ago — long before the most re-
cent OMB standards were creat-
ed. Because of deficiencies in qual-
ity and completeness, Medicaid
data on race and ethnicity from
22 states are considered highly
problematic or unusable.’

Second, health professionals,
administrators, and patients may
be reluctant to ask or answer
questions about race and ethnic-
ity because of their personal dis-
comfort with the issue or fear
that the data may be insecure or
potentially misused.

Third, health care providers
and payers that do not currently
record race and ethnicity data, or
that use definitions that differ
from OMB or HHS standards,
will incur costs in changing in-
take and enrollment processes
and educating health profession-
als and administrators about how
to sensitively obtain answers to
the necessary questions. At a time
when many provider organizations
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are experiencing financial stress,
they are reluctant to undertake
this added burden.

Overcoming these obstacles
will be difficult, but a number of
public policy interventions would
promote the creation of data
sources from which diverse clini-
cal trial cohorts could be more
efficiently and safely assembled.’
Examples of such interventions
include the following.

The OMB, working with re-
searchers and communities of
color, could update and standard-
ize race and ethnicity definitions
and data-collection requirements
for all federal agencies. New
standards would not only ensure
consistency within important na-
tional health care databases but
also offer guidance to many pri-
vate actors — including philan-
thropies, providers, insurers, and
industry research funders — in
defining key race and ethnicity
terminology. In further consulta-
tion with researchers and repre-
sentatives of communities of color,
the OMB could provide guidance
on the best way of reconciling
existing data on race and ethnic-
ity with any new definitions, so
that potentially valuable existing
patient information can be opti-
mally employed.

Because even improved defini-
tions of race and ethnicity are
likely to be imperfect indicators
of clinically relevant patient attri-
butes, the federal government
can also support future research
to refine descriptors of race and
ethnicity for use in electronic
health data collection. In addi-
tion, the federal government can
provide targeted administrative
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matching funds and technical
assistance to help state Medicaid
programs improve the quality and
completeness of race and ethnic-
ity data for Medicaid enrollees,
using revised OMB data stan-
dards.

More broadly, federal agencies
with an interest in diverse trials
can develop educational resources
to inform health care providers,
payers, and patients about the
reasons for collecting race and
ethnicity data and include in
these materials practical guid-
ance for asking about this poten-
tially sensitive information in
person or on patient portals and
websites.

Particularly in light of this
sensitivity, federal policymakers
should address comprehensively
the many gaps in current privacy
protections under existing laws
and regulations. As burdensome
as requirements under the Health
Insurance Portability and Account-
ability Act (HIPAA) are often felt
to be, this law is maladapted to
the electronic age. A revised pri-
vacy and security framework
could help reassure the public
that race and ethnicity data re-
corded as part of receiving care
or obtaining insurance coverage
would be safe and secure. Such a
framework should include sub-
stantial penalties for inadvertent
or intentional misuse of patient
data of all types.

Ultimately, government may
also have to offer financial in-
centives to private providers and
payers to help defray the costs of
collecting race and ethnicity data
at the point of care — or it may
have to create regulatory require-
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ments for collecting these data.
Though it’s not a cure for all
the challenges confronting phase
3 clinical trials, increasing the ra-
cial and ethnic diversity of clini-
cal trial participants constitutes
an important step toward improv-
ing trials’ precision and equitable
application in practice. This goal
will be more efficiently and easi-
ly achieved if the infrastructure
for identifying racially and ethni-
cally diverse potential partici-
pants is available. Creating such
an infrastructure will require ef-
forts by public and private actors
with an interest in equity and
improving the public’s health.
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