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1 | INTRODUCTION

1.1 | Health disparities in the United States

Long-standing institutional structures and systems have created bar-

riers for Black Americans to access the same quality of resources

Michele Cole? |

Roland J. Thorpe Jr.3*

Abstract

Introduction: Black Americans are disproportionately burdened by Alzheimer’s dis-
ease (AD) relative to other racial groups in the United States and continue to be
underrepresented in AD clinical trials. This review explores the primary barriers for
participation in clinical trials among Black Americans and provides literature-based
recommendations to improve the inclusion of Black Americans in AD clinical trials.
Methods: We searched electronic databases and gray literature for articles published
in the United States through January 1, 2023, ultimately identifying 26 key articles for
inclusion.

Results: Barriers to participation in clinical trials for Black Americans are rooted in
social determinants of health, including access to quality education and information,
access to health care, economic stability, built environment, and community context.
Best practices to improve the inclusion of Black Americans in clinical trials require
pharmaceutical companies to adopt a multifaceted approach, investing in innova-
tive strategies for site selection, development of local partnerships, outreach, and
education.

Discussion: While multisectoral action must occur to effectively address the dispro-
portionate burden of AD on Black Americans, the pharmaceutical industry has an
important part to play in this space due to their central role in product development

and clinical trials.
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and opportunities relative to White Americans in the United States.’
Today, while many efforts have taken place to address historical racial
injustices, systems of power continue to both intentionally and unin-
tentionally perpetuate racial inequities. This has led to a present-day
environment in which Black populations continue to face different

lived experiences relative to White populations. These differences in
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lived experience are not subtle and pervade every aspect of life, includ-
ing access to quality education, health care, living environments, and
job opportunities (Figure 1).2

Furthermore, these racial disparities have consequences on health
outcomes. The Centers for Disease Control (CDC) explains that as
a result of social determinants, communities of color in the United
States are at greater risk of poor health outcomes relative to White
populations.? For example, factors such as socioeconomic stressors,
environmental stressors, and discrimination, cause Black Americans
to experience greater social and biological stress. This prolonged
stress, also known as allostatic load, is a risk factor for many chronic
conditions—such as cardiovascular disease, diabetes, obesity, depres-
sion, inflammatory and autoimmune disorders, cognitive impairment,
as well as age-related diseases—positioning Black Americans at higher

risk for disease.*"®

1.2 | Racial disparities in Alzheimer’s disease

An estimated 10.7% (6.7 million) of Americans 65 and older have
Alzheimer’s disease (AD) and this number is expected to nearly triple
by 2060 as the US population continues to age and as life expectancy
rises.2 However, this statistic is not consistent across racial groups in
the United States. In fact, when broken down by race, this data point
highlights significant racial disparities in disease burden, as 18.6% of
Black Americans > 65 have AD, compared to 14% of Hispanics and
just 10% of Whites > 65.7 Literature suggests that racial inequities
and social determinants of health-such as discrimination, economic
stability, education access and quality, health-care access and qual-
ity, neighborhood and built environment, and social and community

context—are key forces contributing to the racial disparities in AD.2¢

RESEARCH IN CONTEXT

1. Systematic review: The authors reviewed the literature
using traditional sources as well as gray literature with
the goal of identifying the key barriers and solutions to
Alzheimer’s disease (AD) clinical trial participation for
Black Americans. These relevant citations are appropri-
ately noted.

2. Interpretation: Understanding the primary barriers and
solutions to AD clinical trial participation for Black Amer-
icans is critical to allow for effective and targeted inter-
vention to advance health equity. The review shares
literature-based recommendations to guide industry in
advancing equity in AD clinical trial participation for
Black Americans.

3. Future directions: As this space is rapidly evolving, future
research must be done to refine recommendations, incor-
porate lessons learned, and identify new opportunities for
pharmaceutical companies to support communities at a
local level and advance the inclusion of Black Americans
in AD research.

In the context of access to education, greater educational oppor-
tunity and attainment is associated with a reduced risk of AD.8-14
However, as a result of racial disparities in access to quality educa-
tion across the United States, Black Americans have lower educational
attainment on average relative to White Americans.® Similarly, higher
occupational attainment is also associated with lower risk of AD, yet
because of disparities in educational attainment and racial discrimina-
tion in the workplace, Black Americans experience greater challenges
in occupational attainment relative to White Americans.1!

Lower socioeconomic status is also associated with a higher risk
of AD and, due to historical injustices and contemporary structural
inequities, Black Americans are twice as likely as White Americans to
experience poverty in the United States.#&1316-18 As |ower socioe-
conomic status increases everyday physiological stress and conse-
quential allostatic load, populations facing financial hardships are at
higher risk of developing AD.*1¢ Similarly, residential segregation and
“related experiences of social segregation” are also associated with
higher risk of AD.1* The adverse experiences and discrimination asso-
ciated with racial segregation have put Black Americans at higher risk
of developing cognitive impairment, such as AD, later in life.16:19-23

Finally, due to social, environmental, and economic factors, there
are several co-morbidities that more commonly impact Black Ameri-
cans relative to White Americans, such as hypertension and diabetes.
These chronic conditions are also risk factors for AD, placing Black
Americans at greater risk.132122 Future research is needed to better
understand the interactions among AD and the chronic diseases that
disproportionately impact Black Americans.??

Social determinants of health not only help explain the roots of

racial disparities in AD, but also how these disparities continue to
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be perpetuated today.}?2 For example, Black Americans are twice as
likely to develop AD relative to White Americans and less likely to
receive appropriate care in health-care settings or have access to novel
treatments.222 A 2020 survey conducted by the Alzheimer’s Associ-
ation demonstrated that half of Black Americans in the United States
report experiences of racial discrimination in health-care settings.??
Similarly, fewer than half of Black Americans feel confident they have
access to culturally competent providers, while nearly two thirds of
Black Americans believe that medical research is biased against non-
White populations.?2 Therefore, not only do disparities in access to and
quality of health-care resources result in different health outcomes
between Black and White populations, but factors such as mistrust
of the health-care system also perpetuate health disparities, as Black
Americans are less likely to seek and receive quality care.

Other social factors, such as lack of health literacy and cultural
norms also contribute to an environment in which AD is misunder-
stood in many communities.1222-2? For example, an Alzheimer’s
Association survey highlights that more than half of non-White
Americans believe cognitive decline and significant memory loss are
a “normal part of aging.”?2 The consequences of these experiences
accumulate across the life course, resulting in striking disparities in
burden of disease between Black and White populations in the United
States.30-32

1.3 | The role of clinical trials in advancing health
equity in AD

While addressing these pervasive disparities in AD will require multi-
sectoral collaboration and intervention, the pharmaceutical industry
has a critical part to play in this process due to its role in the devel-
opment of AD treatments. Clinical trials are a critical component of
the product development process, as they create pathways to prod-
uct access for populations through community engagement, disease
awareness and education, and testing efficacy.2333-35 When patient
populations and communities are excluded from the clinical trial pro-
cess, they lose the opportunity to engage in both education and
treatment initiatives.2223 Current data on clinical trial participation
highlights striking racial disparities, revealing that Black Americans
make up 13.6% of the US population, yet only 5% of clinical trial
participants.3¢

This disparity is even more pronounced in AD, as Black Ameri-
cans are twice as likely as White Americans to be impacted by the
disease yet make up just 2% of AD clinical trial participants.837 This
further perpetuates the existing racial inequities in AD, as there is a
lack of data regarding the efficacy and side effects of AD treatments
for racial groups underrepresented in clinical trials.3” Comprehensive
clinical trial design and market access (the ability to consistently pro-
vide individuals with the treatments they need) strategy are important
to ensure AD products are accessible to the populations that are most
impacted by the disease. Outreach must engage diverse populations,
representative of the burden of disease, to create equitable pathways

for product access.

Clinical Interventions

There are few studies that explore the role of the pharmaceutical
industry in addressing racial disparities in AD or successful strategies
for pharmaceutical intervention. Furthermore, the current social and
political climate of AD and drug development makes this topic even
more significant today, as pharmaceutical companies are in critical
stages of product development for AD treatments and the importance
of clinical trials will only continue to grow. Herein, we explore the
primary barriers impacting Black American participation in clinical
trials, solutions to improve access, and the critical role the pharmaceu-
tical industry can play to advance racial equity in AD. To conclude, we
share key, literature-based recommendations, which serve to guide the
pharmaceutical industry in championing the advancement of health
equity in AD through clinical trials.

Key Research Questions:

1. What are the primary barriers impacting the participation of
Black Americans in AD pharmaceutical clinical trials?

2. What are effective strategies pharmaceutical companies can
implement to improve access to clinical trials for Black Ameri-

cans?

2 | METHODS

2.1 | Search strategy

This review intentionally implements a broad search strategy to allow
for the inclusion of research that reflects the most current landscape
of barriers and best practices to advance health equity in pharmaceu-
tical clinical trials. To identify relevant literature, electronic databases
PubMed, Scopus, and Google Scholar were searched for articles and
reports published in the United States through January 1, 2023. Ref-
erences of identified literature were examined for relevant articles
and searches were also performed to identify gray literature from rep-
utable sources. Searches were conducted using five primary search
term concepts as well as several related search terms to optimize the
identification of relevant literature. Articles eligible for inclusion were
those that identified barriers to participation in AD clinical trials for
Black Americans and/or explored solutions for advancing equity and
inclusion in clinical trial processes for AD. To meet inclusion criteria,
articles had to be written in English and published in the United States.
Articles published after January 1, 2023, were excluded from review.
There were no exclusion criteria based on peer review, type of publica-
tion, or study design. We screened article titles and abstracts for topical
relevance and omitted articles that did not meet the inclusion criteria

described above.

2.2 | Search terms

Alongside a public health informationist, we developed search term
concepts and conducted a systematic search of our primary databases
to explore current literature. Five key search term concepts were
included: (1) “African Americans”’[mesh] OR “African American*"[tw]
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TABLE 1 Overview of articles examined.

Author and year

Alzheimer’s
Association, 2002

Alzheimer’s
Association, 2008

Alzheimer’s
Association, 2021

Babulal et al., 2020

Ballard et al., 2013

Baquet et al., 2008

Clarketal., 2019

Coakley et al., 2011

Cocroft et al., 2020

SAVOLD ET AL.
Type of
Article title source Study design Findings
African American’s and Alzheimer’s  Report NA Black Americans are underrepresented in AD
disease: a silent epidemic clinical trials and community outreach efforts
must be redesigned for inclusion.
Serving African American families:  Toolkit NA Recommended ways to support Black populations

home and community-based
services for people with dementia
and their caregivers.

2021 Alzheimer’s disease facts and
figures, special report: race,
ethnicity and Alzheimer’s in

America
Perspectives on ethnic and racial Qualitative
disparities in Alzheimer’s disease research
and related dementias: Update
and areas of immediate need
Challenges and opportunities: Qualitative
recruitment and retention of research
African Americans for Alzheimer
disease research: lessons learned.
Clinical trials: the art of enrollment  Qualitative
research
Increasing diversity in clinical trials:  Qualitative
overcoming critical barriers research
Dialogues on diversifying clinical Report
trials: successful strategies for
engaging women and minorities in
clinical trials
Racially diverse participant Qualitative
registries to facilitate the research

recruitment of African Americans
into presymptomatic Alzheimer’s
disease studies

Annual report NA

impacted by AD include providing culturally
sensitive educational materials on dementia and
caregiving, increasing awareness of AD through
community outreach, facilitate connections to
resources and services, develop
dementia-competent services to provide support
to caregivers.

Differences in lived experience and clinical trial
design explain how Black populations are
underrepresented in AD clinical trials.

Recommendations to increase inclusion of Black
Americans = in AD clinical trials include
developing trainings for practitioners and
researchers to improve cultural competence,
creating educational materials for communities,
and incorporating the impact of social
determinants of health into AD trial design.

Review

Community research The transparency, accountability, and behavior of
participation the trial researchers is critical in determining
model Black American participation in AD clinical trials.

Key barriers to participation include SES, distance
to trial site, awareness, trust, fear, cultural
competency, and costs. Strategy to improve
diversity in clinical trials must include increasing
research on barriers to participation in each
community context, developing diverse teams,
developing educational materials, creating
sustainable trial infrastructure in community
settings.

Literature review

Solutions for increasing diversity in clinical trials
include building trust, increasing communication,
and developing a common understanding of
goals, growing awareness of clinical trials,
revisioning the role of the study coordinator,
ensuring proper resources. A multi-stakeholder
approach is critical.

Literature review

NA Increasing diversity in clinical trials requires
strategy related to the inclusion of more female
and minority physicians, improved transparency,
greater cultural sensitivity in outreach, increased
education and outreach, intentional community
engagement, and an increased use of technology.

Five key lessons regarding the creation of diverse
registries include “(1) cultural sensitivity (2)
building trust relationships (3) inclusive access to
research (4) ongoing connection with research
participants (5) allocating resources to meet the
costs.”

Systematic review

(Continues)
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TABLE 1 (Continued)
Type of
Author and year Article title source Study design Findings
Denny et al., 2018 Perspective on the “African Qualitative Workshop and Key learnings and recommendations to increase
American participationin research systematic review Black American participation in AD research
Alzheimer disease research: include building awareness, increasing
Effective strategies” evidence-based recruitment strategies,
practicing transparency, building diverse teams,
training on cultural competency, developing
long-term community relationships and
partnerships, offering incentives.
Esiakaet al., 2022 A Mini-Review of Strategies for Qualitative Mini-review Strategies to advance participation of Black
Recruiting Older African research American populations in AD clinical trials include
Americans to Alzheimer’s Disease community outreach, education, at home access,
and partnership with local organizations.
Gilmore-Bykovskyi Recruitment and retention of Qualitative Systematicreview  Attitudes, barriers/facilitators, education, trust,
etal, 2019 underrepresented populations in research and religiosity are key factors influencing Black

Alzheimer’s disease research: A
systematic review.

Grahametal,, 2018  Best strategies to recruit and enroll  Quantitative

elderly Blacks into clinical and and
biomedical research qualitative
research
Hughsonetal,, 2016 Areview of approaches toimprove  Qualitative
participation of culturally and research
linguistically diverse populations
in clinical trials
Indorewallaet al., Modifiable barriers for recruitment  Qualitative
2021 and retention of older adults research
participants from
underrepresented minorities in
Alzheimer’s disease research
Langbaum et al., 2022 Recommendations to address key Qualitative
recruitment challenges of research
Alzheimer’s disease clinical trials
Lincoln et al., 2018 Fundamental causes of barriers to Qualitative
participation in Alzheimer’s research

clinical research among African
Americans

Linesetal.,, 2014 Racial and ethnic disparitiesamong  Qualitative
individuals with Alzheimer’s research
disease in the United States: a

literature review

American participation in AD clinical trials.

Health fairs, educational materials and
advertisements tailored to communities’ unique
health interests and needs, and personal referrals
were the most successful means of recruiting
Black populations to AD clinical trials.

Retrospective study
and community
outreach

Significant barriers to participation in clinical trials
for diverse populations include mistrust,
communication and language, culture, SES, time,
and transportation. Suggested strategies to
address these barriers include community
outreach and relationship building, improved
communication tactics, greater cultural
sensitivity, improving physical access to trials,
and educating companies on common barriers
and pitfalls to inclusion.

Systematic review

Barriers to participation in AD clinical trials for
Black populations include mistrust, lack of
awareness, the need for a study partner, and
participant burden.

Narrative review

The panel identified 27 solutions to improve
current AD clinical trial processes, including
community outreach, virtual clinical trials, and
educational campaigns.

Advisory panel

Focus group analysis Factors that influence beliefs and participation in
clinical trials among Black American populations
include (1) lived experience and discrimination,
(2) cultural trauma, (3) cultural norms, (4) a lack
of cultural competency in recruitment methods.
Recommended ways to increase diversity in
clinical trials include transparency, culturally
appropriate community outreach and education,
and addressing mistrust of research processes.

Potential contributors to racial disparities in AD
include genetics, comorbidities, poverty,
education level, culture, discrimination. Highlight
importance of equal provision of health services
to advance equity.

Literature review

(Continues)
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TABLE 1 (Continued)
Type of
Author and year Article title source
National Institute for NIA: strategic directions for Report

Aging, 2020 research 2020-2025

Robinson et al.,, 2020 Framework for creating storytelling Quantitative

materials to promote African and
American/Black adult enroliment qualitative
inresearch on Alzheimer’s disease  research
and related disorders
Shaw et al., 2020 Recruitment of older African Qualitative
Americans in Alzheimer’s disease research
clinical trials using a community
education approach
Shinetal, 2016 Underrepresentation of African Article
Americans in Alzheimer’s Trials: A
Call for Affirmative Action
U.S. Food and Drug Diversity plans to improve Guidance
Administration, enrollment of participants from document
2022 underrepresented racial and
ethnic populations in clinical trials:
draft guidance for industry
Weiner et al., 2007 Alzheimer’s disease demonstration ~ Report

grants to states program:
cross-state report on initiatives
targeting limited English-speaking
populations and African American
communities

Woods-Burnham

etal.,, 2021 clinical trials

Zhouetal.,, 2017 African Americans are less likelyto  Quantitative

enrollin preclinical Alzheimer’s and
disease clinical trials. qualitative
research

The role of diverse populationsinus Commentary NA

Study design
NA

Findings

Causes of health disparities are multidimensional,
and therefore require multifaceted solutions to
effectively address them. Including diverse
populations in research will require new strategy
such as the implementation of community based
participatory research methods.

Semi-structured
interviews

Culturally relevant communication and educational
materials are critical in the recruitment of Black
populations to AD clinical trials.

Community based recruitment methods increase
AD knowledge, clinical trial interest, as well as
recruitment into “observational and lifestyle” AD
clinical trials.

Community engaged
research approach

NA Recommendations for increasing inclusion of
African American populations in AD clinical trials
include developing relationships with
community-based organizations and dedicating
budget specifically to the recruitment of minority

populations.

NA To increase diversity in clinical trials companies
must design strategy in a way that accounts for
factors such as site location and access,
community engagement, and ways to streamline
processes to ease the burden of participation for

patients.

NA There are several areas critical to better engaging
diverse populations in AD research: (1) Building
trust in communities by investing in relationships
and partnering with community organizations, (2)
building greater awareness and understanding of
AD, (3) using culturally appropriate language and
strategies, and (4) understanding the role of
family in different contexts.

Increasing diversity in clinical trials requires more
diversity among physician teams, community
partnerships, greater education and awareness,
cultural competency and diversity trainings for
clinical trial staff, and greater consideration
around cost and transportation.

Secondary analysis
of interviews (a
mixed-methods
experimental
design)

Black American populations called attention to the
importance of factors such as study risks, the
requirement of a study partner, study
procedures, and study location as strong
influences on participation.

Abbreviations: AD, Alzheimer’s disease; NA, not applicable; SES, socioeconomic status.

OR “Black American*’[tw] OR “Afro American*"[tw]; (2) “Alzheimer
disease”’[mesh] OR “Alzheimer’s disease*’[tw] OR “Alzheimers dis-
ease*’[tw] OR “Alzheimer disease*’[tw]; (3) “clinical trials*"[tw] OR
“clinical trial*’[tw] OR “pharmaceutical*’[tw] OR “research*’[tw]; (4)
“inclusion*’[tw] OR “participation*’[tw] OR “strateg*’[tw] OR “rec-
ommendations*’[tw]; and (5) “barriers*[tw] OR “disparit*’[tw] OR
“exclusion*’[tw] OR “exclude*’[tw]. Search terms were adapted to each

unique database used.

3 | RESULTS

3.1 | Search outcomes

Our initial search of PubMed and Scopus yielded 27 unique results.
After a full-text screening of the identified literature, 10 articles were
excluded from review because they did not meet the inclusion criteria.

After a subsequent search of Google Scholar, reputable gray literature
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FIGURE 2 Top barriers to clinical trial participation for Black Americans.
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FIGURE 3 Best practices to improve clinical trial participation for Black Americans .

sources, and an examination of the references of identified literature, 9
additional articles were added for review. Table 1 provides a summary
of the final 26 articles identified for inclusion.

3.2 | Barriers to clinical trial participation for Black
Americans

Barriers to pharmaceutical clinical trial participation are multifaceted
and rooted in the differences in lived experience between Black and
White populations (Figure 2). The literature demonstrates Black
Americans hold greater mistrust in the health-care system relative to
White Americans due to both historical injustices in scientific research
and present-day discrimination in health-care settings.122223 As a
result, they are also less likely to feel comfortable participating in the
clinical trial process.}22223 Fyrthermore, due to racial disparities in
access to quality information and education, Black Americans expe-
rience lower levels of awareness and understanding of AD relative to
White populations.»2>38 Cultural norms and stigmas also influence

participation. The Alzheimer’s Association explains that not only is

the concern for developing AD lower among Black Americans relative
to White Americans, but approximately one in five Black Americans
report that they would “feel insulted if a doctor suggested a cognitive
assessment.”??

Physical barriers to participation also exist. As a result of structural
inequities, Black Americans are twice as likely to experience poverty
relative to White Americans.222 This disparity in socioeconomic sta-
tus not only impacts economic stability, but also housing environment
and community context, transportation options, and the amount of
spare time one might have in the day to participate in a clinical trial.3?

Together, these factors inhibit Black Americans from participating in
clinical trials.1222:23,34,38

3.3 | Improving access to clinical trials for Black
Americans

The included literature highlights a series of tangible best practices
to improve equity in clinical trials and market access for Black Amer-

icans (Figure 3). First and foremost, far before a clinical trial begins,
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pharmaceutical companies must begin building sustainable, long-term
relationships in communities.33-34.38:40-44 This is done for the pur-
pose of demonstrating investment in community well-being as well
as gaining a stronger understanding of community needs before initi-
ating a research process. Research suggests developing relationships
through organizations central to the community (included examples:
community centers, churches, barber shops, and schools) are success-
ful methods to begin engagement.33-3445-46 Second, site selection is
also critical, as it makes clinical trials more visible and accessible to
diverse populations.383%4147 Not only do sites need to be in loca-
tions that are physically accessible to diverse populations, but they also
must be in locations that are trusted by the community.38484? How-
ever, research shows that developing a site in a diverse area cannot be
viewed as a stand-alone solution, and subsequent actions must occur
to make the engagement process successful.”%-51

Third, clinical trial staff teams must reflect the demographics of
the populations being served.*%-4447 Failure to build diverse clinical
trial staff teams erodes trust and decreases participation of non-
White participants in clinical trials.*2** Fourth, clinical trial teams
must engage in cultural competency trainings to better understand
the unique contexts of the communities being served.33:384252-54
Teams should also develop culturally competent educational materi-
als for communities that fit the specific context of each population
and address the questions, concerns, or information gaps that may
exist,33-34.38.4042-44,47.54.55 These materials should be easily accessi-
ble in trusted community settings, outside of health-care facilities.>?
Fifth, community leaders and influencers are key partners. Gaining
the buy-in, support, and participation of these community mem-
bers is critical in building awareness, acceptance, and maximum
participation.33-34:38:40.43.52 Finally, as community members are sacri-
ficing valuable time and resources to participate, they should be sup-
ported and compensated throughout the process.3#*1:56-37 This can
occur in the form of gift cards, meals, transportation, or other incen-

tives that may help ease the burden of participation.3#379414244.47

4 | DISCUSSION

41 |
for AD

The current climate of product development

For decades pharmaceutical companies have competed to win the race
for approval of the first ever disease modifying AD treatment.’® In
June 2021, Biogen became the first pharmaceutical company to gain
Food and Drug Administration (FDA) approval for a disease modifying
therapy with the release of their product, Aduhelm (aducanumab).>?
While this was celebrated as a major milestone in AD research and
treatment, many experts expressed skepticism regarding the true
potential impact of the drug due to high costs, unknown efficacy,
and a non-representative clinical trial population.?® After intense
backlash, Aduhelm'’s initial list cost of $56,000 per patient per year
was reduced to a list price of $28,000 per year; however, this price

tag remained prohibitively high for most of the US population.®? To

further complicate this environment, the US government announced
in April 2022 that Medicare would only cover costs of Aduhelm for
clinical trial participants, limiting access to the product.®? This decision
yielded even greater inequities in product access due to Biogen's phase
3 clinical trial practices, as zero participants identified as Black out
of > 3,000 participants, across 348 sites, in 20 countries.®® Thus, as
a result of clinical trial processes as well as national policies around
cost and coverage, the product became virtually inaccessible to Black
Americans, further reinforcing disparities in AD.

However, as a result of growing concern around the lack of diversity
in clinical trials, Biogen promised to increase racial diversity for ENVI-
SION phase 4 clinical trials stating that 18% of participants would be
from Black and Latino populations.®*—%> In April 2022, the Center for
Medicare and Medicaid Services (CMS) also announced a new National
Coverage Determination (NCD) for monoclonal antibodies directed
against amyloid for treatment of AD. Among other criteria, this NCD
stated that, to obtain coverage, a study must include a racially diverse
population “representative of the national population with MCI [mild
cognitive impairment] due to AD or mild AD dementia.”®® This shift in
policy marked a significant milestone prompting pharmaceutical com-
panies to prioritize racial diversity in clinical trials to a degree never
seen before.

However, many companies have not yet developed the proper
infrastructure or tools to sustainably engage with racially diverse
communities and successfully overcome the barriers to participation
in clinical trials. In April 2022, the FDA issued guidance to support
companies through this change, recommending new tactics for site
location and access, community engagement, and easing the burden of
participation.** While this guidance serves as a helpful starting point, a
change of this magnitude requires a fundamental shift in the way phar-
maceutical companies implement clinical trials, develop market access
strategy, and interact with communities moving forward.

4.2 | Recommendations to advance the inclusion
Black Americans in AD clinical trials

The literature stresses that as industry demonstrates a continued
investment in the well-being of populations, they will become increas-
ingly valued and trusted members of the community. Experts explain
that the most impactful step industry can take to begin improving
equity in AD is to become more engaged members of diverse communi-
ties by listening to and supporting community needs.33:38-4047.50.52,55
In current efforts to engage diverse populations in AD clinical tri-
als, this element is still largely missing, as it requires a long-term
investment of time and resources in communities. However, increased
diversity in clinical trials cannot be achieved without the prioritization
of sustainable mechanisms for inclusion.

We recommend several concrete steps to improve clinical trial strat-
egy and advance equity in AD. Research in the field of oncology demon-
strates that a “multipronged” approach results in improved inclusion
of Black Americans in clinical trials, highlighting the importance of

implementing the below recommendations together.6”
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421 | Fostering sustainable relationships in
communities

As a component of a larger strategy to build sustainable relationships
in communities, pharmaceutical companies can work to gain a strong
understanding of community context and needs through increased
community-based participatory research methods.34:3748.50 Pharma-
ceutical companies can also demonstrate their long-term commitment
to communities by establishing a consistent presence in the commu-
nity, facilitating connections to resources, and supporting community
programs and organizations. Partnering with community organiza-
tions and patient advocacy groups can not only help companies build
key relationships in communities but can allow companies to gain a
stronger understanding of community needs. To support community
needs and engage with community members impacted by AD, compa-
nies might also consider providing support programs and services for

the informal caregivers of AD patients.3848

4.2.2 | Prioritizing community-led processes

Pharmaceutical companies should aspire to implement human-
centered design tactics, such as including community members and
leaders in the clinical trial design process to develop targeted and
effective solutions for inclusive clinical trial engagement. To cre-
ate a community-led clinical trial process and promote community
engagement, pharmaceutical companies can also aim to build advisory
boards and steering committees comprised of diverse stakeholders
and community members.*¢>2 This allows companies to incorporate
the perspectives of the communities they aim to serve in all aspects of

the clinical trial process.

4.2.3 | Building diverse teams and cultural
competency

Pharmaceutical companies can provide training to employees with the
goal of building teams in the field that better understand the barriers
to participation experienced by diverse populations.**>2->3 Further-
more, staff in the field should be demographically representative of
the target population.3¢#252 One way pharmaceutical companies can
achieve this is by striving to include community members themselves
on the clinical trial teams.3¢#252 This may be an important consid-
eration when it comes to improving access for underrepresented
populations within Black communities, such as Black men.%8 Finally, as
educational materials are developed for clinical trial sites, it is impor-
tant that they are rooted in the specific context of a community and

tailored to how and where community members prefer to receive
information,38-404249,51,54

4.24 | Innovating access to clinical trial sites

Pharmaceutical companies must consider how to make the clinical
trial process most accessible in the context of each uniqgue commu-

Clinical Interventions

nity setting.3641-424450 Thjs could mean increasing site locations to
various trusted community settings, devising more flexible site hours,
creating mobile sites, offering transportation benefits, or leveraging
technology for increased at-home efficiency.*>#8>7 This also includes
considering creative methods for compensation and support, such as
offering financial benefits, meals, daycare, or technology to support the

clinical trial process.*1:42:56

5 | CONCLUSION

This review explores the role of clinical trials in advancing health equity
in AD for Black Americans. The literature demonstrates that, due to
differences in lived experience accumulated across the life course, not
only are Black Americans twice as likely as White Americans to be
impacted by AD, but they are also less likely to have access to AD
clinical trials. This review brings to light important best practices to
reduce barriers to clinical trial participation and advance equity in
AD for Black Americans. There is great urgency to prioritize health
equity in AD today, as pharmaceutical companies are currently in criti-
cal phases of product development for AD treatments. By developing
more equitable practices for diversity and inclusion in clinical trials,
the pharmaceutical industry can play a key role in the advancement of

health equity in AD for Black Americans.
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