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Abstract

Background: African American/Black and Hispanic persons living with HIV (AABH-PLWH) are under-represented
in AIDS clinical trials (ACTs) in the United States. Barriers AABH-PLWH experience to ACTs are multi-faceted, including
distrust of medical research, low levels of knowledge, unsupportive social norms, lack of referral, and challenges
navigating ACT systems. In past research we found a multi-component peer-driven intervention was efficacious in
boosting rates of screening for/enroliment into ACTs. The present qualitative study seeks to understand AABH-PLWH's
perspectives on which specific intervention features or components had utility. Interventions features explored included
structural elements (e.g., small group sessions, individual sessions on the ACT research unit); approaches (e.g.,
Motivational Interviewing); and specific components (e.g., small-group discussion of historical and cultural factors
reducing participation among AABH-PLWH).

Methods: A total of 37 AABH-PLWH (mean age 50.6 years, SD=7.5 years; 48.6% female; 62.2% African American/
Black, 27.0% Hispanic) were purposively selected from a larger study for in-depth interviews, which were audio-
recorded, transcribed verbatim, and analyzed using systematic content analysis.

Results: We found the intervention improved knowledge and positive attitudes toward ACTs, and triggered social-
level facilitators such as altruism and more positive social norms. Discussions of cultural/historical barriers to ACTs
associated with race/ethnicity had utility. Holding a session on the ACT research unit reduced fear and increased
motivation. Results highlighted the value of Motivational Interviewing, and several components were perceived as less
useful (e.g., involving social network members in ACT decisions).

Conclusion: Findings can inform future intervention designs to address racial/ethnic disparities in ACTs and have

implications for trials of other conditions where racial/ethnic disparities persist.
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Introduction

Clinical trials are central to the development of new treatments
for HIV/AIDS [1,2]. Yet for decades in the United States, African
American/Black and Hispanic persons living with HIV, referred to here
as “AABH-PLWH,” have been substantially under-represented in AIDS
clinical trials (ACTs) compared to their White peers [3-6]. This under-
representation of AABH-PLWH is a concern on several levels. First, it
may reduce the generalizability of research findings to the groups most
affected by HIV. Further, it denies AABH-PLWH equitable access to
chances to contribute to and potentially benefit from participation in
biomedical research [3,7,8]. Recently we demonstrated that a culturally
appropriate, multi-component social/behavioral intervention called the
ACT?2 Project resulted in substantially higher rates of screening for and
enrollment into ACTs compared to a control intervention comprised of
health education and treatment as usual [9-11]. We found participants in
the intervention arm were 30 times more likely to be screened for ACTs
than controls (49.3% vs. 3.7%; p<0.001). Half (55.5%) of those screened
were found eligible for ACTs, primarily observational studies, and 9
out of 10 found eligible enrolled (91.7 %), compared to no enrollments
among controls. The present qualitative study now seeks to advance our
understanding of how barriers to ACT screening and enrollment can
be ameliorated by exploring aspects of the ACT2 Project intervention,
from the perspectives of AABH-PLWH participants themselves.
Acronyms used in the present study are presented in Table 1.

AABH-PLWH faces complex barriers toaccessing ACTs. The present
study’s approach to understanding such barriers, and addressing them
in the ACT2 Project social/behavioral intervention, was grounded in
the Theory of Triadic Influence (TTI) [12]. The TTI is a social-cognitive

AABH-PLWH African American/Black and Hispanic persons living with HIV
ACT AIDS clinical trials

CTRU Clinical Trials Research Unit

HIV Human Immunodeficiency Virus

Mi Motivational Interviewing

RDS Respondent-Driven Sampling

TTI Theory of Triadic Influence

Table 1: Acronyms used.
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theory that emphasizes three streams of influence on health outcomes:
the individual/attitudinal, social, and structural. At the individual/
attitudinal level of influence, the literature indicates barriers to ACTs
among AABH-PLWH include insufficient knowledge of and low self-
efficacy to manage ACT participation [6]. Substance use problems
are another potential impediment. In fact, health care providers are
understandably hesitant to refer individuals with substance use to
ACTs, but there is great variability in PLWH’s substance use patterns
and many who use alcohol and drugs can adhere well to trial protocols
[13]. Moreover, fear and distrust of trials are potent barriers [14], based
on individual experiences of inequity in society at large, as well as
maltreatment in medical establishments. Another barrier to ACTs is
an awareness of adverse historical events in medical research involving
populations of color — the Tuskegee Syphilis Study being the most well-
known example of such abuses [15-19]. Further, the impact of collective
memories regarding prior maltreatment of African American/Black
and Hispanic populations in research resonates at the social level of
influence by fostering social norms that discourage participation in
biomedical research [20,21]. At the same time, AABH-PLWH report
high levels of willingness to explore ACTs when invited to do so [7,11].

At the structural level of influence, AABH-PLWH are much less
likely to be recruited for or referred to ACTs compared to their White
peers [9], including by HIV/AIDS primary care providers, who are
typically the main source of such referrals [3,22,23]. The physical
location of clinical trials research units (CTRUs), commonly situated in
neighborhoods that are distant from patients and located in unfamiliar
formal hospital settings, can also serve as an impediment [4]. Further,
the CTRU setting itself may be experienced as difficult to navigate
[4,24]. Theoretically, these multi-level factors work together to reduce
access to ACTs, as well as motivation to seek out or participate in ACTs
when asked, among AABH-PLWH. In the next section we describe the
efficacious ACT2 Project intervention designed to ameliorate these
specific barriers to ACTs.

PLWH enter ACTs through a screening process to determine
eligibility, comprised generally of a medical interview followed by
medical testing as appropriate. Due to strict inclusion and exclusion
criteria, only a minority of those screened will be found eligible for
studies [25]. The main goals of the ACT2 Project intervention were
to increase rates of screening for ACTs, in the context of these low
eligibility rates, and enrollment into ACTs among those found eligible
was examined as a secondary outcome. This primary focus on screening
was based on the view that screening is a minimal-risk exchange that
may yield indirect benefits to those who participate, such as enhanced
knowledge and reduced fear and distrust of ACTs, as well as providing
direct access to ACTs either at the time of screening, and/or in the
future. Thus improving access to screening for ACTs among AABH-
PLWH can play a crucial role in reducing racial/ethnic disparities in
ACTs.

The ACT2 program was a peer-driven intervention [26] made up
of the following main segments (Figure 1): 1) Participants first received
education from a trained peer on 10 culturally appropriate “core
messages” about ACTs, which addressed primary barriers to ACTs for
this population (Table 2). These core messages were designed to begin
a process among those receiving education of considering screening for
an ACT, and also to influence the peer educators’ own motivation to
screen for ACTs. This was followed by 2) 5.5 h of structured facilitated
activities conducted in three small group sessions; 3) the opportunity
to educate three of the participant’s own peers on the 10 core messages;
4) a single, brief individual session (30 min) located on the actual

Educated by a peer

A

ACT2 intervention
groups (N=3)

Peer Peer Peer
Educ. | | Educ. | | Educ.
Session 4

/\

Pre-Screening Navigation

Figure 1: Sequence of ACT2 intervention activities.

1. AIDS clinical trials study the newest treatments available.

2. Screening is just a discussion to see if an AIDS clinical trial is right for you.

3. Screening does not mean joining a trial.

4. AIDS clinical trials can treat other health problems such as Hepatitis C virus.
5. People who use drugs or alcohol can participate in AIDS clinical trials.

6. Even if you never took anti-HIV medications, AIDS clinical trials can still help you.
7. People who feel good still get screened for AIDS clinical trials.

8. You don't have to change your current treatment to participate in AIDS clinical trials.
9. Every year thousands of women and people of color join clinical trials.

10. More women and people of color are needed in AIDS clinical trials.

Table 2: Core intervention messages.

CTRU in a hospital setting where screening took place and, 5) for
those interested in screening for ACTs, easy access to screening, and
navigation services through the screening process. (Navigation is a low-
threshold and individualized approach to addressing structural and
personal barriers that arise in accessing HIV services [27].) Themes
related to the 10 core messages were incorporated into the group and
individual sessions, so these topics were repeated and expanded upon
throughout the intervention. The intervention used Motivational
Interviewing (MI), a goal-oriented, client-centered counseling style,
as its main counseling approach. MI is designed to elicit behavior
change by helping participants explore and resolve ambivalence [28].
Importantly, the MI approach elicits personal decision-making, with an
emphasis on supporting autonomy, by not imposing goals or applying
pressure or judgment.

Holding an intervention session at the CTRU site was a strategy to
help participants overcome structural barriers to ACTs, such as difficulty
locating or logistically negotiating the CTRU appointment processes,
and to reduce fear of the CRTU setting. Participants received modest
compensation for engagement in study activities (~$25/session). As we
describe in more detail elsewhere [29], the ACT2 Project intervention
was innovative in directly introducing and fostering exploration of the
specific reasons why AABH-PLWH are under-represented in ACTs. In
short video components and facilitated exercises, participants were
encouraged to discuss the complex historical, cultural, structural, and
social factors that underlie the under-representation of AABH-PLWH
in ACTs. These included historical factors such as the Tuskegee Syphilis
Study, and present day experiences of discrimination and structural
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racism [18], alongside rates of over-representation of people of color in
the HIV epidemic in comparison to their proportions in the underlying
general population [30] and their under-representation in ACTs. (The
intervention curriculum is available from the second author.)

The aims of the present study were to explore participants
experiences in the social/behavioral intervention, to further elucidate
impediments to ACTs for AABH-PLWH and how they can be
overcome, including understanding whether initiating discussions of
barriers associated with race/ethnicity and their historical and cultural
underpinnings had positive or counter-productive effects, from the
perspectives of AABH-PLWH.

Methods

Sample selection for the present study

Participants for the present qualitative study were drawn from a
larger study of 540 adult PLWH, primarily from African American/Black
and Hispanic backgrounds. The study recruited participants through
respondent-driven sampling (RDS) [31] in New York City between
June 2008 and April 2010. Participants who were found eligible were
enrolled into a two-arm cluster randomized controlled trial (N=351 in
an intervention arm, N=189 control arm) [11]. The qualitative study
was designed to better understand participants’ perceptions of the
intervention components, thus the sample for the present study was
drawn solely from the participants in the larger study’s intervention
arm. We sought to include participants representing the full range of
ACT screening experiences, by including those who either did or did
not agree to screen for ACT eligibility, those who were or were not
found to be eligible, those who did or did not enroll in an ACT, as well
as those who had not completed the screening/enrollment process
at the time of the qualitative interviews. Participants were selected at
random from computer-generated lists of those who either declined
or attended screening using a random number generator prepared
by the principal statistician. All participants randomly selected for
inclusion in the present study agreed to participate in qualitative
interviews. From among those in the intervention arm (N=351), there
were four sampling categories. First we sampled a set of participants
who declined screening (Category 1; 9 out of 153 participants who
were not screened). Next from among those who attended screening
(total N=198 had been screened), we enrolled those who completed
screening but were not found eligible (Category 2; N=7); who
completed screening, were found eligible, and who enrolled (Category
3; N=11); and who had not completed screening at the time of their
qualitative interviews (Category 4; N=10) for a total of 37 participants.
Procedures were approved by the Institutional Reviews Boards at New
York University and the collaborating CTRU, and participants provided
signed informed consent for activities.

Procedure

Semi-structured face-to-face interviews were conducted at a
study field site by one of three Master’s level researchers trained in
qualitative research methods. Interviews lasted 45-90 min and were
audio-recorded and transcribed verbatim. The interviews followed
a guide that explored barriers to ACTs and perspectives on aspects
of the intervention. Specific questions and probes were linked to the
theoretical model and to the primary areas hypothesized to be targets
for behavior change (e.g., knowledge of ACTSs, fear, distrust, willingness
to participate in ACTS, self-efficacy, social norms, altruism, perceptions
of CTRU staft, peer interactions, social support for participating in
ACTs, and structural barriers to accessing the CTRU). Other questions

focused on the interventions key characteristics (small group size,
individual sessions, receiving or conducting peer education, direct
introduction in the intervention curriculum of barriers associated with
race/ethnicity, locations of meetings, navigation, the MI approach,
and compensation). Participants received $25 and fare for round-trip
local public transportation for the qualitative interview. We conducted
interviews until saturation of responses on core research questions was
reached. Saturation was assessed by the senior research team while
interviews were being conducted.

Data analysis

We took a systematic content analysis approach to uncover both
explicit and latent themes [32]. The three researchers who conducted
the qualitative interviews also coded the transcribed interviews using
ATLAS.ti [33]. First, we began with a “start list” of codes based on the
study’s theoretical model (e.g., fear, distrust, and motivation) and the
intervention’s key characteristics (e.g., small groups, peer education,
and race/ethnicity). Then we randomly selected two transcripts from
any of the four sampling categories described above, which the three
researchers coded separately using this initial code universe. Codes
were applied to sections of text that represented a discrete idea or
phenomenon or that were meaningful with regards to the research
questions, including emergent codes [34]. In order to evaluate and
maintain inter-coder reliability, the coders met and compared each
of their separately coded transcripts for discrepancies and similarities
in coded blocks of text. Differences in coding were discussed until
unanimous agreement was reached, and thus the meaning of codes was
refined, along with the code list, as newly emergent codes were added.
Once consensus was reached among the three analysts on a consolidated
and final list of relevant codes, the main analyst re-visited interview
transcripts coded at the beginning of the analysis to incorporate the
final list of codes, and then coded the remaining transcripts. Then,
when coding was complete, the larger multi-disciplinary analytic team
(data analysts and senior research staff) shifted to an iterative analysis
process, comprised of regular meetings to discuss codes, relationships
among codes and their explicit and underlying, latent meanings,
which are presented below as themes. In addition to the rigorous data
collection and analysis procedures described above, methodological
rigor of the qualitative data analysis was maintained through an audit
trail of process and analytic memos, periodic debriefing with the
research team, including experts in HIV care continuum issues [35].

Results

Description of the sample

As shown in Table 3, about half the sample was female (48.6%).
Most were African American/Black (62.2%), 27% were Latino/Hispanic
and 11% were White or bi- or multi-racial. Participants were 50.6 years
of age, on average (SD=7.5 years). Approximately a quarter (24.3%)
identified as lesbian, gay or bisexual. Approximately two-thirds (64.9%)
had children, and almost a third (37.8%) were currently with a serious
romantic partner. Almost allhad medical insurance (91.9%). A minority
(16.2%) was employed. With respect to health, most (65.8%) were on
antiretroviral therapy, had an undetectable viral load level (75.0%) and
were diagnosed with HIV 10 or more years prior (82.9%). Less than a
third (27.0%) used drugs weekly or more, and alcohol (8.1%) and drug
(8.1%) use problems in the recent period were uncommon. A total of
32.4% had injected drugs in the past and almost a third (29.7%) had
been infected with the hepatitis C virus (HCV).
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Mean (SD) or %
Sociodemographic characteristics

Female 48.6
Age in years (Mean, SD) 50.6 (7.5)
Aged 18-40 years 5.4
Aged 41-50 years 46.0
Aged = 51 years 48.6
African American/Black 62.2
Hispanic/Latino 27.0
White/bi- or multi-racial 10.8
Non-heterosexual identity 243
Any biological or adopted children 64.9
Serious romantic partner or spouse 37.8
Medicaid recipient 91.9
Held a job past 3 months 16.2
Health characteristics

Currently taking antiretroviral therapy 67.6
Undetectable viral load 75.0
HIV diagnosis = 10 years 82.9
Drug use at least weekly in past 3 months 27.0
Alcohol problem in past 3 months 8.1
Drug problem in past 3 months 8.1
Ever injected drugs 324
Ever had Hepatitis C virus (HCV) 29.7

Table 3: Participant characteristics (N=37).

Overview of results

Study findings illuminated the main barriers that AABH-PLWH
experience to ACTs and the specific intervention components that
contributed to their greater interest in and/or access to ACT screening.
In keeping with ACT2 Project intervention as a multi-component
program addressing complex topics, a substantial number of themes
were found. First, participants reported meaningful improvements in
knowledge of, and more positive feelings and attitudes toward, ACTs.
Second, the introduction by the study of the potential role of race/
ethnicity in HIV and ACT disparities was found useful. Third, changes
in social-level factors such as altruism and perceived social norms
were described as enhancing interest in ACTs. Fourth, introducing
participants to the CTRU setting by holding a session on the unit
reduced fear and increased motivation to screen. Last, as we describe
below, several components were perceived as less salient. Throughout
these themes, the utility of the MI approach as an important contributing
factor to intervention efficacy was highlighted. We describe these
findings in detail below.

Changes in knowledge of, and feelings and attitudes toward,
ACTs

We found that knowledge of, emotions regarding, and attitudes
toward ACTs were closely entwined, whereby changes in knowledge of
ACTs affected emotions and attitudes and vice versa. The fear of loss
of autonomy if one became involved in ACT screening was a nearly
universal theme. Specifically, participants commonly expressed fear of
being used as a “guinea pig” in medical research; that is, fear of having
something done to them without consent. Participants reported two
aspects of the intervention served to reduce fears of ACTs. First, from
the 10 core messages, those emphasizing personal choice during the
screening process resonated strongly with participants (e.g., messages 2
and 3). Further, interactive exercises delivered during group sessions to
address gaps in knowledge of the ACT screening process were useful,
including that these exercises similarly highlighted material relevant to

the themes of participants’ autonomy and choice in the ACT screening
process. Further, the repetition of core messages used in peer education
in the context of the group intervention had utility. We found prior
to the intervention, participants commonly believed that taking part
in an ACT screening session would automatically result in their being
enrolled into the clinical trial (possibly even against their will). This in
many cases contributed to fear or avoidance of ACT screening due to
concerns about a loss of autonomy. Thus we found that participants’
improved understanding of the steps involved in enrollment into ACTs
(i.e., screening, determination of eligibility, enrollment), and the fact
that their autonomy and choices would be respected throughout, served
to allay concerns and increase motivation to explore ACT screening, as
one participant noted:

I learned that [laughs]...just because you go and get (screened), that
it doesn’t mean that you're in (a trial)...I figured that once you go there
and you start talkin’ to them, then it was like a binding contract...(I
learned) I had more of a choice. [Male, 52 years old]

Further, the MI approach used in the ACT2 Project intervention
played a role in promoting this sense among participants that their
autonomy and choices would be respected. Participants reported
project staff did not apply pressure on them to decide one way or
another about ACT screening during the intervention, consistent
with the MI approach. Participants reported this lack of pressure or
judgment promoted an open exploration of both the potential benefits
and drawbacks of ACT screening. This, in turn, increased their feelings
of trust in the ACT2 Project intervention and project staff, and the
CTRU itself, as the following excerpt highlights.

Then the (ACT2) staff, everybody I worked with was really good.
There wasn’t not one person that...I felt like was deceiving me or wasn’t
giving it to me straight... That's a big deal...Like all the staff, like they’ll
tell you point blank, this might be for you, it might not be for you, but you
need to find out if it’s for you, you know. If it’s not for you, you know, no
problem. [Female, 49 years old]

We found that prompting participants to uncover and explore the
range of beliefs regarding ACTs was a critical aspect of the intervention.
Encouraging exploration of their feelings and attitudes toward ACTs,
many of which were contradictory, was also critical. As one participant
noted, “we got into the good, the bad, and the ugly,” regarding factors
underlying under-representation in ACTs, as well as their potential
benefits.

Introducing the potential role race/ethnicity in ACT
disparities

We found the components designed to foster discussion of the
potential role of race/ethnicity in ACT disparities were a potent aspect
of the intervention, although some found it uncomfortable, or even
painful, to unpack. In particular, the component directly addressing
the history of scientific ethical violations against African American/
Black and Hispanic populations, such as those in the Tuskegee Syphilis
Study, had particular resonance among participants. We found these
intervention elements designed to uncover and unpack barriers to ACTs
specific to AABH-PLWH reverberated powerfully with participants’
own personal life experiences in a variety of other settings. For example,
these intervention elements typically resonated with participants’ own
personal understandings of racism and other forms of inequality, with
unequal access to health care cited as one example. Moreover, feelings
of distrust of medical research, medical settings, medications, and
the government were pervasive. We found a frank discussion among
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participants of the role of race/ethnicity in ACT under-representation,
including structural barriers such as poor access, served a number of
important functions. It served to validate the “elephant in the room;”
namely, the fact that AABH-PLWH have serious and legitimate reasons
to avoid or otherwise evidence under-representation in ACTs. This, in
turn, served as another means of building trust between participants
and the research study, and also the CTRU. Typically, participants
were hesitant to discuss fears, distrust, and “counter-narratives” (a
less stigmatizing term for conspiracy theories) in the intervention
sessions, but were eager to explore them when encouraged to do so
by the intervention curriculum. Importantly, the intervention staff did
not seek to dispel counter-narratives, but allowed the small group of
participants to work through them and reach their own conclusions.

The following excerpt articulates this theme. (This participant’s
personal perspective on the Tuskegee Syphilis Study differs from the
historical record, but represents a view that was fairly common among
participants.) Further, this quote highlights the important role of social
norms regarding medical research and ACTs:

From my experience and, you know, looking at the percentage wise
that, that there’s not a lot, a lot of Blacks, people of color, joining the
(studies). Its because what happened in the past, you know, in the 1940s
when they did that (study) with the syphilis they gave men. I mean, most
of my friends who are Black and of color they always bring this up. Oh,
the government is not to be trusted and this is why we don’t do (studies)
and that’s how come the numbers are lacking. Because the government is
not to be trusted. I mean, that’s their opinion, you know. So (my friends)
try to brainwash me with it. [Male, 47 years old]

While not seeking to discount the reasons why AABH-PLWH
might avoid or distrust trials, the ACT2 Project intervention did
include components to review the current state of participants’ rights
of consent or refusal, and both voluntariness and protections of
confidentiality in contemporary medical research. The curriculum
noted that as a result of these protections, ethical violations are now
quite rare in contemporary America compared to the past. Participants
reported these intervention elements directly addressed a number of
concerns that interfered with their interest in ACTs, another example of
how closely linked knowledge, attitudes, and feelings about ACTs can
be. As one participant said:

You know bein’ Black...from going back to the days of the Tuskegee,
you know we had those fears about that. Maybe subconsciously ya know?
So when you hear about trials, that always pops up in my mind...Yeah,
(the intervention helped) takin’ the fear out, ya know, taking apprehension
out of participatin’ in ‘em you know. The (CTRU) had confidentiality
forms and things and all that. They made sure we signed those ...and
they told us that there’s a law you know (to protect confidentiality). Yeah,
the confidentiality thing, I didn’t know about those you know. [Male, 60
years old]

Changes in altruism and perceived social norms (Social-Level
factors)

Intervention components triggered a sense of altruism among
participants, namely, a desire to aid their larger communities by
participating in ACT screening. This desire boosted motivation to
screen for ACTs and to participate in studies once found eligible.
We found the ACT2 Project intervention component that directly
addressed past research abuses directed against people of color,
combined with a discussion of rates of their under-representation in
ACTs as described above, fostered a belief that engagement in ACT

screening was a means of helping their communities; namely, “those
(living with HIV) who came after them.” Some viewed participation in
ACT screening as a potential means of promoting change in the current
ACT system. The fact that participants experienced the intervention in
conjunction with other PLWH contributed to this emergent desire to
contribute to one’s community. We found group participants together
developed a shared understanding of the extent to which people of
color are over-represented in the HIV epidemic, as well as their rates
of under-representation in ACTs [30]. Understanding the extent of
such disparities was a powerful motivator of action, as one participant
described:

(I learned) there wasnt too many women and minorities going
through process of trials and stuff so there was no real information on
what effects the virus has on minorities...(The ACT2 intervention) played
a part in just clearing the air...'Cause when I found out it was like [the
facilitator] had said it was more than 70% of (women infected with HIV
were) minorities...I'm like, oh my God, how do we stop this? [Female, 55
years old]

We found that group sessions raised awareness of and addressed
social norms regarding ACTs. Addressing these specific norms was not
built into the ACT?2 curriculum, but instead emerged from it. The most
common social norms included a belief that participation in medical
research is generally viewed unfavorably in African American/Black
and Hispanic communities, that people of color are not wanted in
medical research, and that African Americans/Blacks and Hispanics
are typically treated as “guinea pigs” in medical research. We found
these social norms emerged, and then were challenged and re-shaped,
during the small group component of the intervention. These findings,
therefore, provide support for the small group intervention modality, as
well as these specific intervention elements.

Introducing participants to the CTRU setting

We found the intervention components intended to help
participants overcome structural barriers to ACTs did not resonate as
strongly as others, with one exception: the brief intervention session
held on the CTRU where screenings took place. This component was
designed a means of helping participants locate and increase their
comfort with the CTRU, and was experienced as a useful element.
Participants reported being pleasantly surprised that the CTRU looked
like a “regular” medical office, in contrast to their concerns that such a
setting would be foreboding and intimidating. Participants were pleased
to find CTRU staff to be pleasant and supportive. As one participant
reported, she was relieved that CTRU staff did not “snatch (her) up and
inject (her) with something,” reflecting a common fear of coercion or
loss of autonomy. Another participant described her brief individual
intervention session held on the CTRU:

I went to see (the facilitator) for the last (intervention) session. And
so what happened is when I was there, there’s a receptionist there, I can’t
remember her name, she’s very nice, Black girl, she’ so sweet. She said,
“You know...there’s a study going on where we pay ten dollars. The only
thing it involves is drawing blood. And we use it for future DNA” or
something like that. “And it’s only ten dollars” And so I said, no problem,
that’s okay. She said I seemed like a good candidate for it. She said we need
one hundred vials and she mentioned that they were only up to like 19 or
something like that at the time. So then when the nurse was taking out the
blood, we just talked and this and that. And she said “you seemed like a
good person to be involved with studies and all that. If something comes
up can I call you?” [Male, 57 years old]

Thus the quote above highlights an additional benefit of engagement
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with a CTRU, namely, access to trials in the future, and an on-going
relationship between the patient and CTRU.

Components found less salient

A number of other intervention components were less salient
for participants. These included exercises designed to encourage and
train participants to enlist the support of health care providers and
other social network members in ACT decisions. Results indicated
participants were focused on their personal decisions regarding ACT
screening, a low-risk activity, but did not feel the need to involve
others. Moreover, as noted above, the intervention included navigation
through the screening process to resolve structural and practical
barriers to screening. We did not find that participants generally made
direct reference to the navigation component, although they generally
engaged in that component. Thus the component may have actually
been useful to them, but not necessarily apparent. Last, peer education
experiences were highly variable, with some participants doing little
or no peer education, and others doing extensive education. In many
cases peers were effective and credible teachers about ACTs, and the
peer education encounter encouraged both the educator and the peer
to explore the idea of ACTs, which they may not have done otherwise.

Discussion

The low rates of enrollment of people of color in medical research
are a national problem that affects clinical trials of the vast majority
of diseases and conditions, including the very large number of cancer
clinical trials [36]. The ACT2 Project intervention was the first social/
behavioral intervention shown to increase rates of screening for and
enrollment into ACTs among AABH-PLWH [11,13,29]. This paper
advances what is known regarding how barriers to ACTs can be
addressed for AABH-PLWH by uncovering and exploring which
specific intervention components had the greatest potency, and how
they operated, from the perspective of AABH-PLWH.

Ambivalence about participation in ACTs was common, where both
fear of and willingness to explore ACTs was experienced simultaneously,
alongside distrust of ACTs and the CTRU, and a desire to engage in
ACTs as a means of helping others. In this context, the MI approach
functioned as it was designed to in theory: it facilitated participants’
abilities to recognize these contradictions and ambivalent feelings, and
to express a range of positive, negative, and neutral opinions about ACTs.
We found that uncovering and accepting these contradictions was a
critical aspect of building high-quality, durable, intrinsic motivation to
screen for ACTs among participants. The present study findings suggest
this intrinsic motivation was critical to the intervention’s effects. In fact,
there is a growing awareness of the importance of self-determination,
an accepted theoretical underpinning of MI, and intrinsic motivation
in social/behavioral interventions [37].

Moreover, the “no pressure, no judgment” ethos of the intervention
allowed participants with no intention of screening for ACTs to remain
as valuable and respected members of the intervention groups. The MI
approach appeared to foster participants’ trust in the research project
and CTRU system - a change in attitude that was profound for many
and which boosted motivation to screen for ACTs. Past research has
found MI to be effective with a range of racial/ethnic groups, but more
effective with African American/Black populations than Whites [38].
This, combined with study participants’ comfort with and perceptions
of the utility of MI, suggests that MI be may be an important component
of the intervention examined in the present study. In fact, MI may be
important for behavior change interventions for racial/ethnic minority

populations more generally, particularly when health care decisions
trigger fear and distrust. Similarly, Cuffee et al. found that distrust is
a powerful barrier to health care among persons not living with HIV
and highlighted the importance of patient, physician and system
approaches to increase “earned” trust [39]. Earned trust may, in turn,
enhance existing interventions for promoting medication adherence.

The intervention component prompting a discussion of barriers
to ACTs specific to AABH-PLWH, with an emphasis on the historical,
cultural, and social causes of these barriers, had great meaning
and potency. This is consistent with the literature in that we found
participants were aware of historical ethical violations and abuses in
research, but this awareness did not necessarily eradicate motivation
to screen for ACTs [40]. We found participants valued the intervention
component that directly addressed these past abuses, and that these
elements resonated with their own personal understandings of racism
and other forms of structural inequality. Indeed, medical distrust
may stem in part from historical events, represented by the infamous
Tuskegee Syphilis Study, but, perhaps more importantly, may be
reinforced by present-day health system issues and discriminatory
events [41]. Participants reported the approach taken in the
intervention to directly acknowledge these historical ethical violations
and individual perceptions of contemporary inequality served to reduce
fear, built trust, and to allow individuals to overcome ambivalence,
which thereby increased their interest in exploring ACT screening.
These findings are consistent with approaches such as the anti-racist
stance [42] and projects grounded in Critical Race Theory [43] that call
for direct examination of the multi-level barriers to health related to
racial/ethnic minority status.

A number of studies have described aspects of the CTRU setting that
impede access to ACTs for racial/ethnic minority populations [44,45].
Some have highlighted the need for patient-friendly clinical trials systems
to reduce pre-existing fear of ACTs and CTRUs, in order to help patients
navigate clinical trials systems. Others emphasize the need for extra time
and support to assist some patients to understand and feel comfortable with
CTRUs and their procedures, including consent and confidentiality forms
[7,36,46]. We found explanations of confidentiality protections provided in
the intervention were experienced as important and reassuring. Perlman
and colleagues (2014) found similar results in a study of African American/
Black and Hispanic drug users and their perspectives on consent for genetic
testing. Participants were highly uncomfortable with genetic testing when
they felt pressured to do so, but expressed feeling much more comfortable
with testing when rationales and confidentiality protections were explained
[47]. Similarly, in the present study, participants benefited from reassurance
that their autonomy to choose or decline ACT participation would be
respected.

We found participants did not express a need for the navigation
component nor did they articulate that it was valuable to them, yet they
generally actively participated in it. However, participants reported
the intervention session that helped them physically locate the CRTU
was particularly helpful. Behavioral economic theory suggests having
a mental image of the steps involved in taking an action can facilitate
taking that action [48]. Thus this particular intervention component
may have fostered this type of cognitive process, and played a role in
boosting motivation to screen for ACTs.

Limitations

One general limitation of this study is its purposive sampling
method, which may limit its generalizability to the population of
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AABH-PLWH as a whole. Yet purposive, rather than a random sampling
method, is consistent with the goals of qualitative research, which aims
for depth rather than breadth. Further, the sample selected included
few younger PLWH, and only a small proportion not currently on
antiretroviral therapy, gaps that future studies on this topic can address.

Implications

The present study used qualitative interviews to better understand
participants’ attitudes toward and perceptions of a multicomponent
social/behavioral intervention. Qualitative data such as individual
interviews or focus groups can contribute important insights into how
multicomponent interventions are experienced by participants and can
help inform both intervention design and intervention modification
or re-design [49]. Further, the present study highlights the important
role that culturally appropriate social/behavioral interventions can play
in boosting participation of AABH-PLWH in ACTs, although busy
CTRUs will likely need additional partnerships and funding streams
to implement such an intervention. Further, interventions targeting
CTRUs and health care providers directly are needed. Although HIV
is unique in some respects because it is more highly stigmatized than
other health concerns [50], study findings likely have implications
for other disease conditions where under-representation of African
American/Black and Hispanic populations persists.
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