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Abstract

HIV disproportionately impacts US racial and ethnic minorities but they participate in treatment
and vaccine clinical trials at a lower rate than whites. To summarize barriers and facilitators to this
participation we conducted a scoping review of the literature guided by the Preferred Reporting
Items for Systematic Review and Meta-Analyses (PRISMA) guidelines. Studies published from
January 2007 and September 2019 were reviewed. Thirty-one articles were identified from an
initial pool of 325 records using three coders. All records were then assessed for barriers and
facilitators and summarized. Results indicate that while racial and ethnic minority participation

in these trials has increased over the past 10 years, rates still do not proportionately reflect their
burden of HIV infection. While many of the barriers mirror those found in other disease clinical
trials (e.g., cancer), HIV stigma is a unique and important barrier to participating in HIV clinical
trials. Recommendations to improve recruitment and retention of racial and ethnic minorities
include training health care providers on the importance of recruiting diverse participants, creating
interdisciplinary research teams that better represent who is being recruited, and providing
culturally competent trial designs. Despite the knowledge of how to better recruit racial and
ethnic minorities, few interventions have been documented using these strategies. Based on the
findings of this review, we recommend that future clinical trials engage community stakeholders
in all stages of the research process through community-based participatory research approaches
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and promote culturally and linguistically appropriate recruitment and retention strategies for
marginalized populations overly impacted by HIV.
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Introduction

HIV continues to be a significant public health issue in the United States, with an estimated
1.1 million infected adults and adolescents. While the overall prevalence and incidence of
HIV has stayed relatively steady over the past decade,! racial and ethnic minorities are
disproportionately affected and have, in fact, seen an increase in infection rates. In 2017
African Americans/blacks comprised 43% of the total number of new HIV infections, with a
rate per 100,000 of 41.1. Hispanics/Latinx are also disproportionately affected, with a rate of
16.2, compared with just 4.9/100,000 in whites.? This disparity is also seen in HIV mortality
rates. The overall HIV mortality rate in 2017 was 1.7/100,000, but despite significant
advances in HIV treatment, which lessen negative health outcomes, African Americans’/
blacks’ HIV mortality rate was 17.4/100,000, Hispanics’/Latinx’ 4.4, and multiple races was
15.3/100,000.2 Within racial and ethnic groups there are also subpopulations of those at even
higher HIV risk. African American/black men who have sex with men are estimated to be

at least 40 times more likely to be living with HIV than other men; they comprise 26% of

all new HIV infections in the United States and 37% of all new diagnoses among gay and
bisexual men.3 They are also less likely to have health care visits, are less likely to be on
antiretroviral therapies (ART) and have less viral suppression.? Similar issues are seen in
low-income Hispanic/Latinx.>

The goal of ART is to both prolong life and maintain its quality by significantly lowering
morbidity and mortality. More recently, it has also been used as a potential preventative
through the “U = U” strategy, meaning undetectable equals untransmissible.® In all cases,
however, treatment effectiveness requires high adherence. Thus, while use and adherence
to antiretroviral medications has been a significant factor in falling HIV-related mortality
overall, issues such as drug resistance, long-term complications, barriers to adherence, and
dosing schedules justify the need to continue research and development of new, effective
alternatives,’ especially in those most vulnerable. Similarly, while the use of pre-exposure
prophylaxis medication is a new and important HIV prevention tool, challenges with long-
term adherence have shown the importance of the continued study of potential vaccines,
especially given recent breakthroughs in understanding how to optimize antibody response
to HIV.8 Vaccines could significantly reduce the number of those infected in high-risk
communities, thus reducing the large reservoirs of HIV that can increase risk of infection in
certain geographies.®:10

Because HIV so disproportionately affects minority communities, clinical research, both
for new treatment modalities and vaccine trials, is largely contingent upon successfully
enrolling minority participants in clinical research to adequately understand how these
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biomedical interventions affect all physiologies.!! Despite this priority, racial and ethnic
minorities still do not have proportional representation in any type of clinical research.

The National Institutes of Health,12 the Food and Drug Administration,13 and the Centers
for Medicare and Medicaid Services!4 have all developed national-level initiatives to
address racial and ethnic underrepresentation in clinical research. However, clinical trial
participation by racial and ethnic minorities, for any type of disease treatment, has continued
to be low. Evelyn et al. reported that minorities comprised just 17% of the United States
Food and Drug Administration (FDA) clinical trial participants in 185 studies.> A more
recent study showed only 7.4% of participants were African American/black and ~13.3%
were Hispanic/Latinx.18

These disparities are also seen in HIV-related clinical research. Using results from the HIV
Cost and Services Utilization Study, Gifford et al.1” determined that just 14 percent of
HIV-infected individuals who were receiving care reported participating in an HIV clinical
trial. African Americans/blacks represent 12% of the US population, but only 5% of clinical
trial participants, while Hispanic/Latinx account for 16% of the population, but represent
just 1% of clinical trial participants.18:19 Minorities are also less likely to participate in
vaccine trials, with whites often comprising over 70% of the participants. A systematic
review of HIV vaccine trials illustrates that HIV clinical trial participants tend to be white
males who have higher levels of education and income, are older, and have been diagnosed
with HIV for longer periods of time.20 Recent analysis of racial and ethnic enrollment in
early phase HIV vaccine clinical trials between 2002 and 2016 shows that though enroliment
of racial and ethnic minorities increased from 17% to 32.7% of the total number enrolled in
that time frame, new HIV diagnoses in African Americans/blacks and Hispanics/Latinx were
still two to six times greater than the number proportionately represented in those trials.?!
This nonproportional representation is an important disparity that could potentially lead to
vaccines that are not biomedically effective for all populations.

A lack of diversity in clinical trials can have significant implications. A number of studies
have found differences in drug metabolism and toxicity by race and ethnicity, including

in antiretroviral drugs,22-24 immunosuppressant drugs,2° and chemotherapy.28 Examining
differences between men and women and between races for certain types of grade-4
adverse events in an antiretroviral initiation trial, Tedaldi et al.2” found that women are

at greater risk of developing anemia, African Americans/blacks are at greater risk of having
cardiovascular or renal events, and African American/black men are at greater risk of
experiencing psychiatric events. Differences by biological sex have also been observed in
response to many drugs, including HIV anti-retrovirals.28 Women have been found to have a
1.5 to 1.7 times greater risk of having an adverse drug reaction compared with men, leading
some drugs to have been removed from the market as a result of these sex-based adverse
incidents.29 These effects may be exacerbated in women of color, who also have higher
rates of chronic stress due to HIV specific stressors as well as broader environmental and
sociodemographic characteristics, which may affect treatment use and effects.30

Results from HIV vaccine trials show a similar pattern. Dhalla and Poole looked at North
American HIV vaccine preparedness studies and found that underrepresentation of ethnic
minority communities limits the generalizability of HIV vaccine trial results.3! There is
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also some evidence of potential biomedical differences in vaccine effectiveness3?; analyses
indicate that African Americans/blacks have different levels of titers for neutralizing
antibodies than whites33:34 when provided a vaccine. How these differences could affect
groups is difficult to know, however, because too few African Americans/blacks and
Hispanics/Latinx are participating in these trials to complete subgroup analyses.3°

Importantly, there is evidence that racial and ethnic minorities do see benefit in clinical
trials but are often not told about the research. Castillo-Mancilla et al.3 analyzed 2175
surveys of a racially diverse group of individuals living with HIV and found that

African Americans/blacks and Hispanics/Latinx had adjusted odds ratios of 0.70 and

0.69, respectively, compared with whites when asked if they had been talked to about
participating in an HIV clinical trial. Hispanics/Latinx were also less likely to know about
HIV studies compared with whites and African Americans/blacks (67% vs. 74% and 76%).
Several studies that have assessed patient perceptions, as well as measured the number

of HIV-infected minorities who participated in research studies, found comparable rates

of participationl”-37-40 jf they had been informed about the trials. Thus, some evidence
indicates that when clinical trials are explained and offered to minorities, they consent at
close to the same rates as whites.*! But understanding what barriers still exist to address in
conversations, and whether interventions aimed at increasing rates of participation have been
effective, has not been revisited in the literature in the past decade despite the continued
disparity in participation.

The purpose of this scoping review is to expand understanding of minority participation

in HIV clinical medication or vaccine trials as presented in current literature to assess

how things have changed, or not, since the call by national groups to increase minority
representation. Clearly, ensuring representation of racial and ethnic minorities in HIV
clinical research is a public health priority and understanding why these patients do not
participate is important to informing the development of interventions, as well as addressing
lingering health disparities.

We conducted our scoping review in accordance with the Preferred Reporting Items for
Systematic Review and Meta-Analyses (PRISMA) guidelines.*2 This approach directs
researchers to conduct a broad initial search for potentially relevant material, and then
narrow results in several subsequent stages based on specific and replicable inclusion
criteria.

Initially, we searched the PubMed, and Embase databases for articles published between
January 2007 and September 2019. The decision to use PubMed and Embase as our primary
article sources was based on their large quantity of highly relevant content and ability

to apply precise and replicable search commands. Using a 12-year publication window

from the last search date was intended to narrow our selection to the largest number of
contemporary studies. The search strategy was built around key database indexed terms
such as “HIV clinical trial” and related MeSH terms such as “minority groups” under the
guidance of a trained research librarian (for complete search strategy see Appendix 1). This
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yielded a total of 158 articles from PubMed and 167 articles in Embase. After comparing
the two search results and identifying and removing duplicates, 223 unique records were
included; two were then excluded as they consisted of either a review or a brief report. Titles
and abstracts of the 221 records were then screened by three of the authors based on the
following inclusion criteria: (1) appeared in peer-reviewed sources; (2) included participants;
(3) emphasized perceptions or participation of racial and ethnic minorities in clinical trials
for HIV treatment or vaccines; and (4) racial and ethnic minorities were the majority in

the sample. Records were either included or eliminated by each reviewer and questionable
records were left to be determined by consensus with final determinations to be made by the
primary investigator.

To assess the degree of consensus among the three reviewers, percent agreement as well

as Fleiss” Kappa were determined.43 Initial agreement was 82.0% (Kappa = 0.61). Most
disagreement occurred on the basis of whether studies were addressing HIV prevention
versus treatment trials. After further refining inclusion parameters, articles were again
reviewed and agreement among reviewers was k = 0.89. The final sample consisted of

31 total articles that were a mixture of quantitative cross-sectional or qualitative studies

on factors affecting clinical trial participation in treatment or vaccine research, or were
behavioral interventions intended to increase minority intention or participation in clinical
trials (see Fig. 1 for complete article inclusion flow chart). Once the final selections were
made, a fourth member of the research team coded each article on the basis of trial
population (percentage of each minority group represented, primary outcome measured, and
barriers and facilitators assessed) (Tables 1 and 2) and then quantified the identified barriers
and facilitators to provide visual representation (Figs. 2 and 3).

All 31 studies were conducted between 2007and 2019. Most occurred in major urban
cities across the United States, including Atlanta, Boston, Los Angeles, New York City,
and Philadelphia, and participants were recruited at health care centers or AIDS service
organizations. Sixteen of the studies explored perceptions of racial and ethnic minorities
living with HIV about participating in treatment clinical trials.

Of these, nine were cross-sectional surveys3644-51 and seven were qualitative
assessments.52-58 Another eight studies addressed factors to participating specifically in
a vaccine trial (four cross-sectional,%9-52 four qualitative®3-66). The remaining studies
reported on small pilot or full randomized behavioral interventions aimed at increasing
intention to or actual participation in a clinical trial. In total, four behavioral interventions
have been developed or tested to increase participation.5”=70 One reviewed is a pilot

test for a larger randomized intervention but was sufficiently different in content and
implementation that it was reviewed separately.89 There were also three subanalyses’1~"3
done for one intervention’® and they are also included (Tables 1 and 2).

Cross-sectional and qualitative studies of medication and vaccine clinical trials

Barriers to participation.—Some common themes emerged from the studies focusing on
barriers to clinical trial participation among racial and ethnic minorities in both treatment
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and vaccine studies. Specifically, mistrust of medical institutions and fears of being used
as guinea pigs, stigma, cost, side effects, accessibility, and importantly, not being asked to
participate were seen across a number of studies,36:44-51

Among black participants, the worry of being a “guinea pig” emerged frequently as many
people are concerned about “being experimented on.”36:44.4549,50,54-56,58,61,66 |, fact,
when Rivera-Goba et al.%° asked racial and ethnic minorities with HIV about barriers to
participation, some participants specifically cited the Tuskegee Syphilis experiments. Wolak
et al.8 also found that “being a guinea pig” was a significant reason, especially for minority
men, to not participate. As such, the past unethical actions of the medical community are
still in the minds of today’s patients when making decisions about participating in clinical
trials. A number of studies also found conspiracy beliefs about the origins of HIV or how the
government was responsible for its spread.44:55.57.60.63 Thjs general distrust of the medical
system and government overall were pervasive throughout the studies for both medication
and vaccine clinical trials. This might be further exacerbated in vaccine trials where you are
asking a healthy person to try a medication they may have negative interactions to. As a
result, many felt these studies were not “friendly” to their race36 or would not benefit their
community.4’

Importantly, stigma is an important consideration in HIV clinical trials, which is a unique
barrier not seen in other types of clinical trial disparities (e.g., cancer). HIV stigma is
important to patients who may be concerned about disclosure of their status or being

seen taking part in an HIV-related treatment or vaccine trial 46:51,54.55,57,58,61,63,64.65 por
example, Brooks et al.54 did focus groups among Spanish-speaking Hispanics/Latinx in Los
Angeles to discuss barriers to vaccine trial participation. HIV stigma emerged as a major
barrier, with participants noting that negative community beliefs about HIV and AIDS are
still prevalent and that many may only participate in a trial if it was “secret” and other
people would not know about their participation.

Medication barriers were also frequently noted. Many individuals were concerned that they
would be placed in a placebo group and consequently derive no medical benefit from
participation.®> On the other hand, if they did receive the trial medication there was fear that
it would not work on them or that the new medication would lead to negative side effects,
both short-term and long-term.50:54.57,60.61.63,66 Many people were also concerned about
losing the stability of their current medication regime. These issues were found in at least
one study to be especially salient for minority women.*® It should be noted, though, that
many studies indicated little participant awareness of the clinical trial process. Bass et al.#°
noted that most participants answering questions about clinical trial participation barriers
did not understand or had never heard of placebos or randomization. A brief tutorial on the
clinical trial process was developed for that project to ensure equal understanding among
participants. This lack of knowledge about clinical research was also noted in a number

of other studies, especially those related to vaccine trials, where concerns about becoming
infected with HIV were an important barrier.60-63

Moving beyond psychosocial barriers, logistical barriers were also important to racial and
ethnic minorities. For example, accessibility was a key barrier to participation in clinical
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trials, as were the time it takes to participate and the perception that they are only for
English-speaking patients. Individuals reported that they were less likely to participate in
clinical trials if they did not live close to the clinical trial sites or could not easily access

the sites by public transportation.#4:51:56 Newman et al.5® noted that the study demands
were also important, including increased doctor’s visits and time to do assessments. In
addition, individuals who were primarily Spanish-speaking cited language as a major barrier
to participation in clinical trials.%4

Surprisingly, awareness of trials is a major barrier to clinical trial participation among many
racial/ethnic minorities; many report they are simply not being asked to participate. For
example, Adeyemi et al.** found that in a group of racial/ethnic minority HIV patients,
only 29% had ever been asked to participate in a clinical trial. Likewise, Garber et al 48
surveyed 200 African Americans/blacks living with HIV and found that only 57% had ever
been asked to participate in a treatment trial; of those who were, 86% agreed to participate.
They found having been asked to participate was also more closely correlated with future
participation, compared with barriers such as medical mistrust or negative beliefs about
researchers.

Motivators of participation.—Importantly, numerous factors that increase participation
of racial/ethnic minority patients in clinical trials have also been identified. Participants
have expressed the importance of being sufficiently informed about clinical trials and

what participation entails, as well as what the appropriate steps are should adverse effects
occur.44.46.48.52 Corbie-Smith et al.>2 found that if research is conducted with a personal
approach and integrated in existing trusted community agencies, racial and ethnic minorities
would be more inclined to participate. Other studies have indicated that participation is more
likely if it is convenient for them and if there are incentives, including money, the provision
of health care, and access to new or better medications.36,45,46,51,58,60,61 Being treated
with respect, made comfortable by the researcher, trusting the researcher, feeling a sense

of partnership, and receiving culturally appropriate services were also noted as motivators
of participation.4:36.:56.57 For example, Rivera-Goba et al.>® found that Hispanic/Latinx and
African American/black individuals were more likely to participate in trials if they felt

like they were in a partnership. Particularly, they found that individuals preferred to be
approached by someone from a similar background that made them feel like they were
helping, rather than just being given instructions.

Beliefs about participation.—Beliefs about participation are the result of participants’
life experiences that affect their decision to participate in research. Both altruism and the
understanding of the purpose of research are key factors in the decision to participate in

a clinical trial.>> Some people feel it is their duty to participate in a trial if they have

the opportunity because it can benefit people beyond themselves in the larger community
who may not have the chance to participate or may be fearful to participate.564 Some
studies noted that these beliefs about civic responsibility may be important to some
individuals.#7:55:59 Slomka et al.%% noted that discussing how participation might help not
only themselves but family or friends affected by HIV was important to the participation
decision. Being optimistic about finding a cure for HIV and feeling that their participation
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can make a difference were also significant beliefs associated with willingness to participate.
This was especially seen in the vaccine trial studies, where the benefits of being protected
from HIV was a significant motivator52:66 for individual reasons but also as a community-
level reason that may protect others from HIV. Overall, studies noted that participants
understand that clinical research is necessary for advancing the knowledge and treatments
for HIV, and if that benefit can be framed in the context of one’s community, they are more
open to participating.

Interventions aimed at increasing minority participation in clinical trials

Although increasing recruitment of minorities into HIV treatment or vaccine clinical trials
has been articulated as an important priority, very few behavioral interventions have been
initiated to increase enrollment. To date, only four interventions have been identified with
the express outcome of enrolling more racial/ethnic minorities or increasing decision making
around clinical trial participation. Only one—ACT2-was a large randomized trial.”? In this
study, intervention participants received 6 h of small group educational activities that were
led by peer educators. Results indicated that a multicomponent peer-driven intervention did
increase rates of screening for and enrollment in treatment clinical trials in New York City.
Subanalysis of the intervention data indicates that intervention participants were 30 times
more likely to be screened for clinical trials and of those screened, 55% were eligible.”1.72
A qualitative study with participants also indicated the intervention improved knowledge and
positive attitudes toward clinical trials as well as increased a sense of altruism.”3

A pilot intervention, which served to inform the ACT2 study, used a similar small

group format but was not conducted with peer educators.® Another study reports on

the development of a community-based participatory engagement intervention,57 but
intervention details and results are not discussed. The last is a small pilot testing specialized
materials to increase understanding of clinical trials.58 Overall, although small in number,
results indicate that interventions focused on the needs of racial and ethnic minorities do
have positive effects on intention and enrollment in clinical trials.

Discussion

Although there are historical and cultural barriers to racial and ethnic minority participation
in HIV clinical trials, this review indicates that much of the work to understand those
barriers has been done. This work, however, has not been translated to better recruitment

of racial and ethnic minorities over the past decade; they still participate at lower levels
than whites despite being disproportionately affected by HIV. It is clear that there is

a need for culturally and linguistically relevant recruitment, outreach, and retention, as

well as interventions that address the unique barrier of HIV stigma and the complex
relationship racial and ethnic minorities have with the health care system. Specifically,
mistrust of medical institutions and fears of being used as guinea pigs must be considered
when developing interventions and programs for the engagement of racial and ethnic
minorities in HIV clinical trials. Extra efforts must be made to establish trust within these
communities, including the meaningful engagement of community members and heavily
impacted communities in all stages of the research process. Community-based participatory
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action research,”® as an evidenced-based partnership approach to research that equitably
involves community members, practitioners, and academic researchers in all aspects of the
process, can address some of these structural barriers to engagement and participation in
HIV clinical trials.”®

New work in establishing how best to recruit racial and ethnic minorities in vaccine trials
is increasingly important as we focus research dollars on the development of an effective
vaccine. While many of the studies reviewed here were cross-sectional in nature, some of
the new research in vaccine participation is attempting to understand barriers through a
theoretical lens. For example, Frew et al.”® applied an extended model of reasoned action
with black/African Americans to understand how sociopsychological issues (e.g., beliefs
about benefits to themselves or communities) and network issues (e.g., beliefs about the
mission of the research or the organization carrying it out) might influence participation in
vaccine trails. They found that significant effects demonstrated the importance of positive
attitudes toward HIV vaccine research and health research, perceived social support for
participation, engagement with HIV as a health issue, and the perceived relevance of the
research site were all critical to whether participants would be amenable to being part

of a vaccine trial. This interplay of personal and more global influences is crucial to
understanding how best to intervene with racial and ethnic minorities in that it goes beyond
just offering a trial or providing information on the trial. Instead, interventions that address
a more social ecological approach may be more effective in recruitment efforts, as they have
in other HIV studies on prevention and HIV testing.”7:8

This was seen in a number of the qualitative studies in which community and the

need for trust of those doing the research and engagement with their community were
reported.52-58.63 This coincides with the one large randomized control trial (RCT) aimed
at increasing racial and ethnic participation in clinical trials’® that used community peer
educators to deliver educational activities. More interventions like this should be used

by clinical sites to increase participation in these harder-to-reach groups. But no new
interventions have been reported in the literature since 2011, despite the continued problem
of recruiting racial and ethnic minorities.

Importantly, the troubled history between medical research and racial and ethnic
communities places the burden of change on the health care community. That is, it is

the duty of health care providers to make efforts to include members of racial and ethnic
minorities in all HIV studies so the trials more closely represent the population of people
living with HIV. Current studies continue to show the stigma experienced or anticipated

by minorities and women with HIV in the health care system,”? illustrating the need for
designing studies to increase participant in clinical trials that address this stigma. Polanco

et al.80 suggest that building interdisciplinary teams that include researchers with racial and
ethnic diversity can help build an infrastructure that makes it easier to not only recruit these
populations but to have them agree to participate. They developed a team called “Adelante”
(Spanish for “forward”) to address four key attributes—having concordant researchers to the
populations they were recruiting, providing an atmosphere that fosters participatory decision
making, empowering the team by increasing their involvement in recruiting, and creating
cohesiveness among team members. This strategy could be essential to clinical and medical
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settings being more successful at recruiting racial and ethnic individuals and is a model that
could be easily replicable.

In the end, some key changes in recruitment strategies and implementation of salient
interventions that address the unique needs of racial and ethnic minorities living with HIV
could substantively change the look of those participating in medication and vaccine clinical
trials. A recent innovative example used community advisory boards and “crowdsourcing”
to engage communities by getting them to solve a problem and sharing solutions through
both in person and social media channels.81 This could be applied specifically to minority
patients with HIV. Clearly, receiving culturally relevant services, being respected by the
researcher, and trusting the researcher or research team all help to make participants more
comfortable and thereby increase the likelihood of their engaging in future research. Many
individuals also want to feel that their participation is serving a greater purpose—that it will
help others. Finally, studies need to be easy for participants to engage in. Physical access to
studies and lack of transportation have consistently been reported as barriers to participation.
Locating studies near the people with whom they recruit would help ease the difficulty that
prevents many people from participating in HIV research studies. By and large, strategies to
effectively engage minority populations in HIV research studies have been identified. It is
necessary, however, for researchers to take the appropriate steps to address these barriers.

Although the present study did a thorough analysis of the current literature, there are

some limitations. First, there were very few studies with a majority of racial and ethnic
minority participants. In fact, most of the studies found during our search either had a
majority of white participants or did not report participants’ race or ethnicity. Second, our
search was limited to two databases and one language. It is possible that our narrow search
criteria excluded applicable reports outside of our search area. Third, although we used a
thorough search strategy, we were invariably constrained by search terms and our specific
emphasis on recruitment of racial and ethnic minorities in clinical trials; therefore, we may
have inadvertently missed some relevant work on recruitment and engagement in clinical
trials. Fourth, the decision to exclude reports or studies published at web sites or gray
literature such as conference proceedings or institutional publications resulted from our strict
inclusion criteria to include only peer-reviewed articles. This might have limited access

to relevant information published in clinical trial websites and AIDS service organizations
engaged in recruitment of minorities in clinical trials.

To effectively test new and emerging HIV treatments and preventive strategies, clinical trials
must reflect the communities most affected. While participation in these trials has increased
over the past 10 years, rates still do not proportionately reflect racial and ethnic minorities.
Previous research highlights changes that can be made in trial recruitment to address this
disparity. Training health care providers on the importance of recruiting diverse participants,
creating interdisciplinary research teams that better represent who is being recruited, and
providing culturally competent trial designs can go a long way in addressing the stark

racial and ethnic disparities in HIV trials, as well as repairing the harmful past unethical
practices that have created a negative relationship between racial and ethnic minorities
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and the medical community. Our review of the literature points to the need for health

care providers and researchers to address these unique barriers as well as emphasize the
motivators to understand how to better engage these populations in clinical research. The
use of community-based participatory action research approaches could help alleviate some
of the structural barriers identified, including stigma, by building trust with highly impacted
communities and addressing community trauma.
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Appendix

Search Plan

Research question

The extent of participation in HIV treatment research is suboptimal among HIV-infected
racial/ethnic minority populations, notably African American, Latino, Asian, and Pacific
Islander. To what degree have specific barriers been accounted for that inhibit participation
in treatment research among HIV-infected racial/ethnic minorities, and have interventions
targeted at increasing minority participation in HIV treatment research been successful?

List of keywords/search strings for database search

Research participation, clinical trial participation, willingness to participate in research,
treatment research, HIV treatment research, willingness to participate in clinical trials,
barriers, facilitators, health research study, clinical research, HIV infected, HIV positive
and participation, racial/ethnic minority population and participation, African American
(black) and participation, Latino (Hispanic) and participation, Asian (i.e., Chinese and other
Asian derivatives) and participation, Pacific Islander (i.e., Native Hawaiian and other Pl
derivatives) and participation

Databases
PubMed Web of Science

Restrictions
Published dates: 2007-September 2019

Language: English
Country: United States

Subjects/age: Human adults (19+)
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Example of search process on PubMed

(“minority groups”[MeSH Terms] OR (“minority”[All Fields] AND “groups”[All Fields])
OR “minority groups”[All Fields] OR “minority”[All Fields]) AND participation[All
Fields] AND (“hiv’[MeSH Terms] OR “hiv”’[All Fields]) AND (“therapeutic human
experimentation”[MeSH Terms] OR (“therapeutic”’[All Fields] AND “human”[All Fields]
AND *“experimentation”[All Fields]) OR “therapeutic human experimentation”[All Fields]
OR (“treatment”[All Fields] AND “research”[All Fields]) OR “treatment research”[All
Fields])
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Records identified through
database search
N= 325

N=158 PubMed
N=167 Embase

v

Records after duplicates removed
N=223

Records screened
N=221

Records excluded as
reviews and brief reports
N=2

Records assessed for inclusion in
analysis

N=114

Records included in final analysis
N=31

FIG. 1.
Inclusion flow chart.

Records determined ineligible:
Target population did not include racial/
ethnic minorities, included behavioral
interventions for HIV prevention, only
included indirect observations such as
hospital records, or included populations
who were neither at-risk for or currently
HIV-infected.

N=83
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FIG. 2.
Summary of barriers to HIV-related CT participation (treatment or vaccine) in minority

patients. CT, clinical trial.
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FIG. 3.
Summary of facilitators to HIV-related CT participation (treatment or vaccine) in minority

patients. CT, clinical trial.
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