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IMPORTANCE Clinical trials remain the cornerstone for determining the safety and efficacy
of anintervention. A diverse participant pool in dermatology clinical trials is critical to ensure
that results are generalizable among the patient population who will ultimately depend on
the efficacy of the intervention. The Skin of Color Society hosted the inaugural Meeting the
Challenge Summit: Diversity in Dermatology Clinical Trials in Washington, DC, from June 10
to 11, 2022. The summit was an interactive and collaborative effort to advance discussions
regarding the need for broader inclusion of racial and ethnic minority patients in dermatology
clinical trials.

OBSERVATIONS The summit focused on 3 principal areas: (1) understanding the current
clinical trials landscape; (2) breaking down patient, clinician, industry, and regulatory barriers;
and (3) effecting change through a diversity-focused strategy. The program hosted
thought-provoking panel talks and discussions with various stakeholder groups, including

a keynote presentation from the family of Henrietta Lacks.

CONCLUSIONS AND RELEVANCE Panel discussions and insightful presentations from physicians,
industry leaders, community trailblazers, and patients fostered new collaborations. The summit
provided recommendations and suggested strategies for future initiatives designed to increase
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the representation of minority individuals in dermatology clinical trials.
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he Skin of Color Society hosted the inaugural Meeting the

Challenge Summit: Diversity in Dermatology Clinical Trials

in Washington, DC, from June 10 to 11, 2022. The 1.5-day
summit provided an interactive platform for collaborative discus-
sion among key stakeholders across the clinical trial ecosystem.
The 128 meeting attendees included dermatologists; dermatology
residents; community activists; industry representatives from the
National Institutes of Health and the US Food and Drug Administra-
tion; editors of the Journal of the American Academy of Dermatol-
ogy, the Journal of Investigative Dermatology, and JAMA Derma-
tology; and patient advocates and patients. An intensive and
interactive program organized by the Skin of Color Society Clinical
Trials Task Force, led by Valerie M. Harvey, MD, MPH, focused on
3 overarching themes: (1) understanding the current clinical trials
landscape; (2) breaking down patient, clinician, industry, and regu-
latory barriers; and (3) effecting change through a diversity-
focused strategy. Panels of internationally recognized experts rep-
resenting industry, clinicians, scientists, and patients presented
insights on the need for further diversity in clinical trials. The objec-
tives of the summit were to (1) promote diversity and inclusionamong
clinical trial participants and investigators and expand the breadth
of research portfolios toinclude diseases that disproportionately and
negatively affect individuals with skin of color, (2) engage stake-
holders across numerous sectors and form coalitions, and (3) build
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diversity-focused strategies that will result in sustainable change. The
eTable in the Supplement details the agenda, and the Box summa-
rizes presentation highlights of the summit.

Box. Key Summit Highlights

« Family members of Henrietta Lacks, patients, and patient
advocates urged researchers to authentically engage with

the communities that they seek to study

Inclusive and intentional study designs that are patient
centered are critically needed

Multiple factors contribute to low clinical trial representation.
For minoritized communities, socially determined factors such
as low income, low level of educational attainment, and lack
of access to health care are among the principal barriers to
enrollment. The relevance of these factors for participants

in dermatologic studies remains unclear and requires further
investigation

The US Food and Drug Administration and National Institutes
of Health/Office of Minority Health have ongoing research
initiatives, fellowships, and language services developed to
advance equity in clinical trials that are available

Innovative use of technology (eg, telehealth, electronic health
records) and community-based partnerships with faith-based
organizations were demonstrated as successful ways to
improve participant experiences in clinical trials
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Figure 1. Barriers to Broad Representation in Clinical Trials
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The keynote presentation was delivered by the grandchildren
of Henrietta Lacks, an African American woman who unknowingly
donated her cells to science and made invaluable contributions to
furthering science; Hela cells, named for her, have contributed
to countless medical breakthroughs, including the development of
the polio vaccine, cancer treatments, HIV therapies, and in vitro
fertilization.! The Lacks family members provided a poignant re-
count of their experiences and shared their thoughts on how to rec-
tify conditions that exclude groups from the benefits of research.
They urged that researchers be more transparent in their interac-
tions with patients and emphasized the importance of engaging
patients as valued partners to bridge the gap between science and
the community. This Special Communication provides a summary
of summit findings and recommends strategies for achieving broader
patient representation in dermatology clinical research studies.

|
Understanding the Current Clinical Trials
Landscape: Why Is It Important to Have
Diversity in Clinical Trials?

Clinical trials are the cornerstone for determining the safety and ef-
ficacy of an intervention; a diverse participant population is there-
fore critical to determine the applicability of results among the wider
patient community.? Diverse cohorts contribute to a more compre-
hensive data set, allowing for detection of variations in disease
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biology, treatment response, and adverse events that may be ob-
scured in ahomogeneous participant pool; heterogeneous cohorts
may expose findings that spur innovation and inform the develop-
ment of novel therapeutics. Additionally, ensuring diversity may also
help to restore the trust of potential participants who have lost con-
fidencein the institutions and the people conducting research stud-
ies. Finally, because clinical trials provide access to interventions
that may confer health benefits, broad representation s a critical and
necessary step toward eliminating health disparities.

Breaking Down Barriers—Patient, Clinician,
Industry, and Regulatory: Barriers to Diversity
in Dermatology Clinical Trials

Despite mandates of the National Institutes of Health Revitaliza-
tion Act of 1993, which requires the inclusion of women and racial
and ethnic minority individuals in government-funded clinical
research,and the US Food and Drug Administration’s race and eth-
nicity guidance, which calls for greater inclusion of racial and ethnic
minority individuals in clinical trials,* study populations remain nar-
row and inappropriately homogeneous. A recent analysis of data
from more than 20 000 US-based trials found a1.7% increase in trial
diversity between 2000 and 2020; minority enrollment remained
below census estimates and was most profound for Latino and Asian
individuals.® Chen et al found that while race and ethnicity report-
ingin dermatologic clinical trials in the US increased from 59.8% dur-
ing 2010 to 2015° to 71.9% during 2015 to 2020,” the proportion
of studies with adequate non-White racial and ethnic representa-
tion (which the authors defined as =20%) remained statistically stag-
nant over time. While representation varied by disease state, stud-
ies in psoriasis were the least diverse, with only 12.1% of studies
recruiting at least 20% non-White participants.” The National Insti-
tutes of Health National Institute on Minority Health and Health
Disparities Strategic Plan (2021-2025) Leap Forward Research
Challenge proposes that adequate representation of minoritized
communities should increase to 40% by 2030 and within specific
major disease categories.®

There are multiple reasons for insufficient representationin clini-
cal research studies, including patient-, clinician-, institutional-,
industry-, and policy-related barriers (Figure 1). At the patient level,
socially determined factors such as economic stability (income),®
level of education,'® health care access, and community context are
principal drivers of clinical trial participation. A recent examination
of participation in cancer trials found that patients with an annual
household income below $50 000 had statistically significant lower
odds of trial participation compared with patients with higher
incomes.® Numerous studies have demonstrated low levels of rep-
resentation of those patients with low levels of educational
attainment.’®

A systematic review of factors influencing African American
participation in cancer clinical trials revealed 5 prime obstacles
for recruitment, including low levels of trial awareness, negative
attitudes, religious beliefs, and logistical barriers (including
transportation and childcare needs)." Whether these factors are
relevant for participants in dermatologic studies needs further
investigation.
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Figure 2. Skin of Color Society Recommendations Matrix
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FDA indicates US Food and Drug Administration; NIH, National Institutes of Health.

While historical and modern-day biases against marginalized

The lack of diversity in the scientific workforce is an important

populations have been presumed to drive low representation in bio-
medical research, there is a large body of evidence refuting this as-
sumption. Numerous studies report equivalent willingness to par-
ticipate by American Indian or Alaska Native, Asian, Black, Hispanic,
and non-Hispanic White individuals.™>'* Wendler et al"®> examined
20 studies that reported race or ethnicity consent rates for more than
70 000 individuals and found that minority individuals were slightly
more willing than White individuals to participate in a variety of non-
interventional and interventional studies. Notably, these authors de-
tected critical differences in the rates at which minority individuals
were invited to enroll; for example, in a large study on angina pec-
toris, only 30 of the 2095 participants asked to enroll were from mi-
nority groups even though the prevalence of anginais higher in Afri-
can American and Hispanic individuals than in White individuals.™

jamadermatology.com

contributor to insufficient clinical trial representation. Recent data
from the Association of American Medical Colleges reveal that Black
and Hispanic dermatologists comprise 3% and 4% of the dermatol-
ogy workforce, respectively.'® A dermatology workforce that does
not mirror the US population (13.6% Black and 18.9% Hispanic)"” may
be ineffective in successfully engaging marginalized communities.
Medical expenditure data have also shown that non-White physi-
cians care for 53% and 70% of non-White and non-English speak-
ing patients, respectively.' Findings from the Tuskegee Legacy
Project found that Black survey respondents were more willing to
participate in a biomedical study if they were asked by their own
physician™2°; hence, it may be possible to achieve parity in partici-
pation by increasing the number of underrepresented minority
dermatologists.
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|
Effecting Change Through a Diversity-Focused
Strategy: Recommendations and Strategies
for Increasing Representation

Realization of clinical trial diversity will require time, pragmatism, and
ambitious vision. Given the complexity of the clinical trial ecosystem,
progress toward equity will necessitate collaboration between numer-
ous stakeholders, including federal agencies, industry, academic insti-
tutions, medical journals, participants, clinicians, investigators, and
community-based organizations (Figure 2).' From a policy perspec-
tive, bold top-down federal interventions must shift current paradigms.
In2022, the US House of Representatives passed legislation requiring
study sponsors to submit diversity action plans, including goals of en-
rollment and steps toward achieving goals for phase 3 studies of novel
drugs.?? Critics argue that this legislation is unlikely to help because it
does not provide mechanisms for remediation should a sponsor fail to
meet intended targets. Hwang et al?2 propose that a combination of
federal incentives and regulations are required to elicit meaningful
change??; initiatives such as awarding research grants to community
healthinstitutions that serve minority populations and do not have the
resources to conduct clinical trials may alleviate financial and staffing
burdens associated with clinical studies, as well as providing a means
to engaging this patient population.?? Another notable legislative
achievement is passage of the Clinical Treatment Act (2022), whichre-
quires all US states and territories to reimburse routine costs of care
for any Medicaid enrollee’s participation in a qualifying clinical trial. >
As Medicaid insures approximately 20% of the US population, this leg-
islation has the potential to eliminate financial and insurance-related
barriers for a large racial and ethnic minority patient population.?*
Peer-reviewed journals function as the gatekeepers of scientific
knowledge and advancement, and there are several ways that jour-
nals can help advance diversity in clinical trials. Journals can require
authors to report their methodology and strategies for ensuring di-
versity in terms of age, gender, race, ethnicity, and other demo-
graphic variables of importance. Failure to achieve diversity should re-
quire justification from both the researchers and the journal. During
a summit panel discussion focusing on journal editors’ perspectives
on data and analysis within clinical trials, Russell Hall, MD, recom-
mended that researchers be required to perform subpopulation analy-
sesof race, ethnicity, and sex, regardless of whether the analyses reach
statistical significance to include more diverse populations in clinical
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trials, as this approach may inform the development of clinical hy-
potheses for subsequent studies. Although this is an interesting ap-
proach, it isimportant to note that such analyses within clinical stud-
ies should be appropriately planned with sufficient power to ensure
that responses in clinical studies are not confounded by genetic,
biological, or social constructs. Notably, the New England Journal of
Medicine now requires authors to provide a supplementary table
of background information on the disease or condition of study and
the representativeness of their study group.?? Additionally, derma-
tology journal editors will need to support inclusion at all levels of jour-
nal activity, from educational content to broader representation of
editorial board members and authors, to avoid publication bias.

The communities that dermatologists aim to benefit must be
involved to increase representation or diversity in clinical trials. This
engagement requires long-term investment and should occur before
clinicalintervention, prioritizing the “return oninvestment” back tostudy
participants and their broader community. Asabor et al?® recommend
amultipronged community engagement frameworlk to ensure success-
ful collaboration with historically marginalized populations. The authors
propose partnering with communities to define research priorities, col-
laborating with health equity researchers, and encouraging dermatol-
ogy workforce diversification. Leadership of national organizations and
academicinstitutions should support efforts to diversify the dermatol-
ogy workforce, as underrepresented minority dermatologists are more
likely to practice in underserved communities.® A contemporaneous
and explicit effort to mentor and develop underrepresented minority
individuals to assume academic and nonacademic leadership positions
will broaden and balance future research and policy directives. For ex-
ample the Skin of Color Society, in collaboration with the dermatology
section of the National Medical Association, has recently established
a clinical trial mentorship program specifically designed to address
the issue of underrepresented minority clinical trialists.?”

The summit concluded that the causes of lack of representative
dermatology clinical trials deserve more intensive study. It isimportant
that researchers understand the reasons and nuances that contribute
tolow rates of participation among minority and marginalized groups
to develop effective interventions. In the endeavor for diversity, it
is vital that researchers are aware of the fundamental differences of
social and biological constructs. Identifying optimal demographic de-
scriptors to define subpopulations of interest may encourage standard-
ization across clinical trials; however, these may not adequately evalu-
ate biological responses based on ancestral markers.
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