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Use of community-based participatory
research in preparing low income and
homeless minority populations for future HIV
vaccines

ADELINE NYAMATHI, DEBORAH KONIAK-GRIFFIN, LOUISE TALLEN,
EVELYN GONZALEZ-FIGUEROA, LISA LEVSON, YVONNE MOSLEY,
ERNESTINA DOMINICK & NANCY L.R. ANDERSON

UCLA School of Nursing, CA, USA

Summary We conducted Community-Based Participatory Research (CBPR), using a qualitative
focus group design, to assess factors that might impact participation of high-risk impoverished adults in
future HIV Vaccine Trials (HIVVTs). The participants were 40 homeless and low-income adults
recruited from subsidized apartments and homeless shelters in Los Angeles. Findings revealed that the
participants expressed both concerns and interest in future HIVVTs. Concerns centered on the impact of
the vaccine on their physical health, the possibility of seroconverting and its associated stigma. While
distrust of the government was pervasive, the participants were interested in recelving more information
about the vaccine from the researchers. They also wished to have their voices heard by the researchers
early in the design of the vaccines. Motivating factors were also discovered, and included altruism,
compensation and access to care. Perception that risk behaviors might increase among some as a result
of participation in a future HIVVT was likewise revealed. Implications of the study reveal that while
impoverished populations are interested in participating n future HIVVTSs, the researchers must
address concerns early on. Moreover, the importance of ongoing education and counseling to warn
about hazards of engaging in risky behavior while participating in a future HIVVT was critical.

Key words: Community-based; participatory; research; low income; homeless.

Introduction

Since the Human Immunodeficiency Virus (HIV) was identified over 20 years ago, more than 19
million people have died and over 53 million people have been infected. Experts contend that
while HIV treatments to date have prolonged lives, they remain complicated and require
sophisticated infrastructures (National Institutes of Health, [NIH] 2001). Moreover, success-
fully tested behavioral interventions alone are not expected to stem the tide of HIV (Centers for
Disease Control and Prevention [CDC] 2001). While the recent VaxGen investigation in Los
Angeles (ILA) has revealed overall non-significant findings, the question arose as to whether a
protective capability of the vaccine was manifested among minority populations (Kahn, 2003).
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However, as the study had been conducted primarily among white gay, and non-drug using
males (Brown, 2001), this finding could not be confirmed. Thus, little is known of the challenges
that will confront researchers interested in assessing the efficacy of the dozen or more Phase II
and Phase III clinical vaccine trials needed for impoverished seronegative populations who
engage in high risk activities such as injection drug use (IDU), unprotected sexual activity with
multiple partners, and who report recent sexually transmitted diseases (STD).

Currently, the disparities in incidence of HIV/Acquired Immunodeficiency Virus (AIDS)
and the course of disease progression among African-Americans and other ethnic minority
people as compared to whites is large and persistent despite continuing efforts at the national
and international level to reduce these differences. Healthy People 2010 (United States
Department of Health & Human Services, [USDHHS], 2003) directs the nation to eliminate
disparities in infectious diseases such as HIV/AIDS by equalizing: the quantity and quality of
services delivered; increasing community participation, and partnerships; and delivering new
treatments and vaccines. Populations who disproportionately engage in these high-risk
activities reside in low-income housing sites and homeless shelters. As underrepresented
people of color comprise the majority of residents at these sites, engaging the residents in
future HIV vaccine trials is of critical importance in order to decrease and eventually eliminate
health disparities for HIV/AIDS among this group of low-income underrepresented people of
color. These sites frequently serve as research sites; however, until recently, the residents have
not been offered the opportunity to participate in the planning of research projects. As a result,
many residents have developed mistrust and are reluctant to participate in research and clinical
trials. Giving voice to persons at risk in preparatory studies could enable researchers to
establish trust and subsequently influence their involvement in later clinical trials as well as
increase the cultural appropriateness of trials for specific communities.

The purpose of this study was to conduct community-based participatory research (CBPR),
using a qualitative design, focused on assessing factors that might impact future participation
of high-risk homeless and impoverished adults of primarily racial/ethnic minorities in HIVVTs.
Specifically, we sought to: (1) to describe the potential facilitators of, and barriers to,
participation of low income and homeless persons in future HIVVTs; (2) to determine the type
of information desired by homeless and impoverished adults when deciding whether to
participate in a future HIVVT; and (3) to describe the potential impact of HIVVT
participation on risky drug and sexual behavior among these persons. In this study, CBPR
was used as a key strategy in improving the quality and validity of research by engaging the
community as partners in the research to facilitate the development and implementation of
population-specific HIV Vaccine Trial (HIVVT) intervention strategies.

Literature review

A limited body of research exists on the willingness to participate in preventive HIV vaccine
trials, particularly among hard-to-reach at-risk homeless populations. The majority of past
studies have been conducted on populations such as gay white men (O’Connell ez al., 2002;
Strathdee ez al., 2000), college students (Liau & Zimet, 2000), and IDU (Koblin et al., 2000;
Seage er al., 2001). Furthermore, a number of investigators have administered written or
interview questionnaires rather than applied research methods designed to solicit the voices of
the participants through ethnographic techniques.

HIVIAIDS among impoverished population

HIV/AIDS cases have increased among low income and homeless adults, IDUs, and gay and
bisexual males in LA. The second highest number of HIV-infected persons in the US resides



COMMUNITY-BASED RESEARCH TO PREPARE HOMELESS FOR HIV VACCINES 371

in LA; an estimated 43,541 adults live with AIDS (NIH, 2001). The majority of reported
AIDS cases in LA have been male (90%), with 42% white, 22% Black, and 33% Latino.
Certain segments of the population are at high risk for HIV/AIDS and should be considered in
future HIVVTs. For example, in LA, HIV seroprevalence is estimated at 8% among IDUs not
in treatment (Longshore & Anglin, 1996) as compared to 1.4% in the general LA population
(Los Angeles County Health Department [LACHD], 2002). Among homeless populations,
HIV seropositivity was found to be as high as 8% (Zolopa er al., 1994). Independent risk
factors for HIV infection among homeless adults include young age, Black race, male
homosexual contact, IDU, sharing needles, and selling sex. Rates of drug use and abuse range
from two to ten times higher among homeless and low income populations than those in the
general US population (Robertson, 1997), with over 20% of low income and sheltered
homeless populations reporting injection drug use in the last 6 months (LACHD, 2002).

Barriers to and facilitators of participation in HIV vaccine trials among high risk populations

Vlahov (1994) found that 85% of IDUs initially expressed interest in participating in a future
HIVVT. However, interest declined to 47% when participants were informed that the vaccine
might result in a positive HIV test. While research does indicate altruism as a predominant
factor in willingness (Strauss er al., 2001), persons who perceived themselves to be at greater
risk, those who received information that the vaccine had greater efficacy, and those who were
given larger incentives (Ringwalt er al., 1998) were more likely than their counterparts to be
willing to participate in HIVVTs. A study conducted by Celentano ez al. (1995) indicated that
persons attending sexually transmitted disease (STD) clinics, and men discharged from the
army, 25% voted to participate in a future HIVVT, and an additional 38% would elect to join
if they received convincing information the vaccine would be safe. Barriers to participation
included concerns about discrimination, and side effects, and a belief that partners would
refuse to have sex with the participant.

Participation in HIV wvaccine trials may have an impact on risky behavior

Vlahov (1994) likewise revealed that 37% of his IDU sample would not maintain safe behavior
and would rely on the vaccine for protection. In a sample of sex workers from Kenya, 17% of
men and 9% of women believed they would increase their risk behaviors after participating in a
future HIVVT. Similar intentions were prevalent among youth (Webb ez al., 1999), military
personnel (Hom ez al., 1997), and in high risk women (Jackson ez al., 1995). Yet little is known
of the potential consequences of such vaccines.

Among a sample of 48 HIV-negative men and women enrolled in an actual phase I and II
HIV vaccine study, a significant increase in insertive unprotected anal intercourse from 9% to
13% at 6 months, and 20% at 12 months was observed. A hope that the vaccine would be
protective was one predictor of increased risk behavior (Chesney ez al., 1997).

Commumnity-based participatory research methods

Community-Based Participatory Research (CBPR) embraces a collaborative approach
whereby community members, community organizations and researchers contribute to the
process of research (Israel ez al., 1998). Community members are involved in defining what is
to be evaluated, designing the evaluation protocol, selecting assessment tools, implementing
the evaluation, analyzing outcomes, and interpreting the results. Because of their active
involvement, participants also serve as project advocates. A systematic approach to inquiry,
CBPR incorporates basic principles from formative program evaluation and action research



372 ADELINE NYAMATHI ET AL.

methods (Rogers & Palmer-Erbs, 1994), as well as principles from other fields of inquiry such
as feminist theory, cooperative inquiry, and anthropology. The outcome of CBPR is a greater
understanding of the phenomenon of interest as a result of the communities’ sharing their
unique perspectives and experiences, and by their partnership in the research process to
provide knowledge of the social and cultural dynamic of the community, and how as a team we
can address complex problems. Successful employment of CBPR methods leads to
empowerment of participants and communities through acquisition of knowledge and skills
and building community capacity. Community-partnered research projects are increasingly
being recognized as an effective method for reducing/eliminating health disparities.

Methods
Design

This study incorporated community-based approaches using focus groups with eligible and
randomly selected high-risk homeless and impoverished adults residing in LLA. Focus group
methodology uses in-depth open-ended group discussions 1—2 h long centered around a
specific set of pre-defined issues of limited focus (Robinson, 1999). This strategy has been
successfully used to examine public attitudes related to health behaviors (Nyamathi et al.,
1999; Ritchie & McEwan, 1994). Ethnographic procedures outlined by Hymes (1974) were
employed in this study.

Parnicipants and setting

Homeless and impoverished men and women were recruited from low-income, Section 8
subsidized, LA County apartments and shelters in the Skid Row area of LLos Angeles. These
sites are known to attract a disproportionate number of at-risk persons of color who would
meet the following eligibility criteria: aged 18—-50; and engaging in one or more of the
following high-risk activities within the past 6 months: IDU, and/or exchange of sex for money
or other things with three or more partners, or with an HIV positive person; a diagnosis of an
STD, and for males, unprotected sex with other men (MSM). Of the 48 persons screened as
eligible to participate, 40 were randomly selected to participate in the study.

These participants were primarily African American (78%), White (15%), Hispanic (5%),
Other (American-Indian) (2%), and reported the following risk factors: use of injection drugs
(15%); unprotected sex with multiple partners (95%); unprotected sex with an HIV positive
person (8%); males having unprotected sex with another man (8%); having a STD (60%).
Twenty participants were recruited from a low-income housing project and 20 were recruited
from one of two homeless shelters.

Procedure

Consistent with our University of California School of Nursing Center for Vulnerable
Populations Research, the philosophy of fostering extensive community input was provided. A
Community Think Tank on HIV Vaccine Trials attended by over 50 community-based and
University academic researchers, administrators, community organizers and peer advocates
provided far-reaching community perspectives on the research questions to be asked, the
barriers to and facilitators of HIVVT experienced by low income and minority persons in LA;
ways to promote cultural sensitivity in education and intervention programs; and the types of
questions important to pose in a Semi-Structured Interview Guide (SSIG) for use in focus
group sessions.
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Based on this think tank, a draft of the SSIG was developed and a Community Advisory
Board (CAB) was formed comprised of five members including a physician who directed a
large homeless medical clinic in the Skid Row area of Los Angeles, two community workers
with expertise in organizing intervention programs for high-risk populations, and a member of
the community who provided peer education to the homeless population. Four members of
the investigative team also joined the CAB. All CAB members were familiar with and had
expertise in the identified high-risk groups and were interested in promoting HIV/AIDS
prevention in their communities. The CAB members assisted the research team in refining the
SSIG, in finalizing recruitment site selection, and in revising the SSIG in a culturally-sensitive
and linguistically appropriate manner.

Within each selected site, flyers describing the study were posted in the lobby. All those
interested in participating were asked to notify the research staff. After information was
provided about the study, and written informed consent obtained, demographic data were
collected by self-report, by research staff that read a questionnaire to the participants.
Questions were asked regarding date of birth, age, gender, ethnicity, religion, education,
country of birth, employment status, income assistance, marital status, and number of
children. Questions were also asked about high-risk activities within the last 6 months such as
use of injection drugs, unprotected sex with multiple partners or an HIV positive person, and
having a STD.

After screening was conducted, all eligible persons within the selected sites were randomly
selected and informed that focus group sessions would be initiated shortly, in private rooms at
the sites, by a well-trained research facilitator. In addition, during each of the focus group
interviews, a second trained research associate conducted observations of the participants’
behaviors and interactions. Each session, which lasted about 75 min, included 6-8
participants. Participants were paid $15 each for participating in the focus group discussions.

The SSIG, using open-ended questions, guided each session. The focus group discussions
were audiotaped for subsequent transcription. Observations were recorded into field notes,
followed by more detailed note writing, which was completed within 24 h of each session.
These observations were guided by Johnson and Sackett (2000) for direct observation of
behavior including descriptions of the setting, actors, verbal and nonverbal interactions,
communication sequences and the specific words used. Upon completion of the focus group
sessions, the investigators oversaw transcription and content analysis of the taped recordings.
Following completion of all focus groups, a random sample of six participants was selected and
asked to participate in a follow-up interview at a mutually agreed upon location. In this
interview, participants were given clusters of data segments from the focus group transcripts
and asked to identify which words and phrases accurately reflected their own experiences.
Participants in these sessions validated the content of the earlier transcribed sessions. In
addition, inter-rater reliability was assessed by independent review of three community health
care professionals.

Data analysis

The audiotapes of each session were transcribed into computer files in preparation for data
analysis. Data management and analysis methods developed by Hymes (1974) were employed
e.g., reading and re-reading of field note data and transcriptions, coding and breaking down of
information into data segments. These data were sorted into clusters according to emerging
categories, reexamined and combined into themes. The Ethnograph Software was used for
qualitative data storage, retrieval and sorting. Three independent coders assessed intercoder
reliability. Participants in follow-up focus groups ensured trustworthiness, credibility,
dependability, and confirmability of the data through data verification. Four major categories



374 ADELINE NYAMATHI ET AL.

resulted; each with subcategories: Willingness to Participate, My Issues of Concern, What I
Want to Know, and How My Behavior Might Change. These terms were derived from both
the participants (emic) and researcher’s perspective (etic).

Results

As there were no significant response differences in background characteristics between
homeless and low-income adults, the samples were combined for purposes of data analyses.

1. Willingness to participate in an HIVVT

Participants expressed many reasons for being willing to participate in an HIVVT including
compensation for themselves and others, desire to help themselves and others, and desire to
learn more. Only one participant indicated that he would not be willing to participate in an
HIV vaccine trial because he was not HIV positive. Across the domains, participants expressed
concern about trusting the government and/or researchers involved in a vaccine trial.

Compensation for family and self

As many homeless adults have experience in participating in research studies, it is not
surprising that receiving compensation was a common idea—expressed by a majority of
participants. In the Skid Row area of LA, over 85% of people are unattached and without
families (Nyamathi, er al., in press). Thus, individual compensation is important. This is
exemplified by a 24-year-old, African-American man, living in a homeless shelter for parolees,
who stated, ‘I feel like if I put [in] my time, I should be getting paid for it’.

Moreover, a significant proportion of homeless and impoverished adults also have children
who are in the custody of relatives. Desire for compensation for loved ones in case of an adverse
reaction to the vaccine was also expressed. One 51-year-old, African-American woman, living
in a low income hotel, expressed it this way, ‘... I have to be compensated in case something
[does] happen to me; at least my family or loved ones would be taken care of .. ..

Desire to help others and self

Several participants expressed altruism as a rationale for their willingness to participate in a
future HIVVT. Several participants were most interested in participating, if they, in fact, were
HIV positive. Others were interested in participating because of their previous and/or current
risk behavior.

A homeless, 40-year-old white man living in a parolee shelter described it this way, ‘If I had
HIV or AIDS and there was a vaccine and I could be of use to finding out if it works, man, yes,
I would participate’. Another male, a 44-year-old, African-American, homeless adult, said, ‘If
I did have it [HIV], unfortunately that would be the bomb right there; I would go submit
myself to a vaccine trial, yeah’.

For others, a willingness, or desire, to help others was their primary reason for being willing
to participate in an HIVVT. For example, a 47-year-old African-American man, living in the
parolee shelter expressed it eloquently, stating that if he was HIV positive, he would participate
so he could help the entire human race. ‘Yes, I would if it came to me, yeah. I would take it,
because if I have AIDS, I would like to help the human race and what [do] I have to lose? I
have nothing to lose. I have something to gain though. To help scientific progress in this trying
to make a cure ... I would have something to gain for human society. You gonna go anyway,
you know? So I might as well be helping.’
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Desire to learn more

While less apparent, a number of participants were interested in learning all they could about
the HIV vaccine, based on the number of questions they raised. As the aim of the sessions was
to assess the participants’ perspectives about participating in future HIVVTSs, and not an
educational forum on the HIV vaccine, the facilitator was trained to defer questions to an
information session made available after the focus group session was completed. Nevertheless,
it was not surprising that several participants expressed willingness to participate in an HIV
vaccine trial just so they could learn more, or know more, about the vaccine. ‘I would go for it,
just the knowledge of learning more about it. ‘Cause [AIDS] is a disease that is dangerous, so I
would yeah, just the knowledge of knowing about it,” stated a 38-year-old Native American
Indian man living in a low-income hotel.

Another reason participants were willing to participate in an HIV vaccine trial was to protect
themselves. ‘I would be interested in an HIV trial simply because I don’t want to catch HIV
and AIDS ... I know how deadly it is . . . so anything out there is going to help me with reason
not to catch HIV, I’'m all for it,” stated a 43-year-old African-American man living in a low
income hotel. ‘I would be willing to just find out more about and keep myself from getting it.’

Still others worried that previous risk behavior put them at increased risk for AIDS, and
thus, they would be willing to participate in an HIV vaccine trial. TY, a 38-year-old African-
American woman living in a low income hotel, said, ‘I’m like 5 years clean off of Crack, but,
still, you now, I get tested once a year . .. but, still I might be subject cause I was like really out
there ... so, you know, I would go for it ... because of my past’.

II. Issues of concern about participating in an HIVVT

When asked what concerns they might have about participating in a future HIVVT, a lively
debate ensued in all of the focus groups, producing a wide variety of responses. Concern about
government and/or researchers’ involvement in an HIV vaccine trial, was followed closely by
concerns about side effects and access to health care. Two other common concerns were worry
about testing positive for HIV and worry about becoming infected with HIV. A few
participants were concerned about the cost of participating in an HIV vaccine trial. Most
people expressed concern about stigma if they tested positive for HIV after receiving the
vaccine.

Government involvement

One participant echoed the feelings of many others when he expressed concern about possible
government involvement in an HIV vaccine trial. ‘I would trust the researcher more than I
would trust the government. To me the government [cares] ... more about money. The
researcher is the one that’s putting in all the work ... so, I’'m pretty sure that they got a little
feeling in [their] heart ...’, said one participant. There were some, however, who argued that
even if one did not completely trust the government, its involvement would be necessary for
developing a vaccine. One 45-year-old white male living in a low-income hotel, argued, ‘... I
don’t usually trust the government but I can’t see it coming up with that without them’.

Side effects

Concern about side effects worried many participants in the focus group discussion, whether
in the short or long term. ‘Yes, I probably would be worried about some kind of side effects if
not the virus, it would be something else, you know it’s long-term, like cataracts or ...



376 ADELINE NYAMATHI ET AL.

something might go to the liver or heart. I would be worried about it,” stated a 44-year-old
African-American man living in a homeless shelter for parolees. A 43-year-old African-
American man living in a low income hotel expressed his concerns about side effects, ‘Yes, I'd
be very concerned about the side effects. I’d be concerned if this [is] gonna work. I mean, is it
safe, yeah, everything, whether I’'m gonna grow another arm or something’.

Several participants expressed concern about access to health care. A 37-year-old African
American man living in a low income hotel stated, ‘I would say definitely, in order to have
health care ... ‘cause you taking it for long, you want to make sure that you are in good health
after you take the vaccine’. MO, a 51-year-old African-American woman living in a low-
income hotel concurred with others in her focus group regarding health care, ‘I have to agree
with you that [access to health care] should be a major concern to all, after and before health
care. It’s very important being involved with a vaccine program’.

III. What I want to know

To probe further about the decision process the participants would use when deciding to join
in an HIVVT, participants were asked what information they would want before deciding to
enroll and with whom they would want to discuss their participation. Regarding the type of
information desired, the two most common responses were information about side effects and
how vaccine researchers were involved in the trial.

Many participants indicated a desire to know about side effects they might experience before
deciding to participate in an HIVVT. Some wanted to know about immediate side effects
while others wanted to know about possible long-term side effects. One participant expressed
this sentiment. ‘I would like to know what it’s going to do to me; what reaction I’'m going to
have years after. You know, ‘cause it (side effects) don’t have to (become apparent) in two or
three hours or a day. It could take years for the side effects to become [apparent]’.

Some participants wanted to talk to the researchers to find out the aims of the trial and to
find out how successful the trial was when it was over. ‘[In] an HIV trial, you’re really a guinea
pig. The scientists are using you as part of their data to move their product forward. What
information can you [the scientists] share with us,” asked a 41-year-old African-American man
living in a homeless shelter. Another 46-year-old white man living in the parolee homeless
shelter stated he would like to talk to the researchers involved in a trial to find out, ‘what they
hope to achieve and information after the trial to know if it’s been successful or not’.

Regarding from whom they would attempt to seek information regarding participation in a
vaccine trial, the three most common responses were medical personnel, vaccine researchers
and family. A 30-year-old African-American living in homeless shelter stated he would want to
talk to ‘my doctor and my family [because] I’m diabetic’. Another participant eloquently
described why he would want to talk to vaccine researchers: ¢ Who would I speak to? I would
talk to the person making the vaccine ... to find out about it and how they came up [with] this
new dose. Find out the history of the medicine to see what it’s about ... ain’t gonna talk to no
church or no personal friend ‘cause they can’t do nothing for me, so I would talk to the person
that’s trying to prevent it you know, and see what it’ll do ...’.

IV. How my behavior might change after receiving an approved vaccine

Participants were asked several questions regarding possible risk behavior change if an actual
HIV vaccine were available: whether behavior would change positively or negatively; what
percentage of people would change their risk behavior; and how increased risk behaviors could
be prevented. All but one participant believed risk behavior would change in a negative
direction. Answers regarding the percentage of negative behavior change ranged from 30% to
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97%; the most common response was 50%. All participants agreed the best way to prevent
increased risk behavior was through education.

One participant felt his risk behavior would increase if a vaccine were available; ‘I think that
if I felt I had been vaccinated and I was protected against the disease, I’d think I would be
more promiscuous and even more risk taking’. Another participant felt that while he wouldn’t
be concerned for himself, he worried that others’ risk behaviors would increase; ‘Myself . .. I’m
very low risk, so I wouldn’t be concerned for myself but I would be concerned for other
people’s behavior patterns, they might go back to the negative . .. more promiscuous sex, more
sharing of dirty needles ... because they would feel that there’s no way the can contract the
disease once they have a vaccination’.

All participants who responded agreed that education, broadly conceived, was the best way
to prevent increased risk behaviors. One participant felt people would need to be educated and
reminded to practice safe sex; ‘I would say to keep promoting safe sex on the commercials and
on the buses ... using a condom ... keep promoting, keep it in people’s minds ...’.

Discussion

Findings from this study contribute to the growing body of literature examining willingness to
participate in an HIVVT and extend the literature to include a previously unstudied
population of low-income and homeless adults of predominantly African American
background. The participants represented a subset of a vulnerable population in the
community who were interested in knowing that their words were being communicated to
vaccine developers and others involved in vaccine trials. They expressed concerns about
different factors relevant in HIVVT design and were related to the impact of the vaccine on
their physical health, including seroconversion and other potential negative side effects. These
concerns are consistent with findings from other hypothetical vaccine preparedness studies
(Koblin et al., 1998; O’Connell ez al., 2002; Strathdee ez al, 2000).

For many homeless and poor adults in this study, government distrust was pervasive and
outweighed distrust of researchers, possibly reflecting the °‘collective memory’ of the
community of the Tuskegee Syphilis study or other government-supported investigations
involving African Americans. The data also indicate that poor adults may consent to
participate in vaccine trials because of their desire to decrease personal vulnerability by gaining
access to basic necessities such as money for self and family and short and long-term health
care. These motivating factors reflect the life realities of the poor and should raise the
consciousness of researchers about how incentives have the potential to serve as a coercive
force in clinical research. However, compensation was not uniformly valued as a motivating
factor among the impoverished adults in this study, dispelling perceptions commonly held
among health care providers and researchers about reasons why these individuals participate in
investigations. Findings from another multi-site national study involving homosexual men,
male and female IDUs and non-drug injecting women demonstrated that participants who are
uninsured or insured by public medical coverage were more likely to be willing than those with
private health insurance to participate in HIVVT, possibly indicating an expectation that
vaccine trials will pay for any health problems that occur during the trial (Koblin ez al., 1998).
Research findings also indicate that socioeconomically disadvantaged gay and bisexual men
express greater willingness to participate in HIVVT than those with greater financial resources
(O’Connell et al., 2002).

Although less frequently verbalized, an altruistic desire was expressed to help further
knowledge about vaccine safety, particularly if HIV positive. In another study involving a
vulnerable population, altruism was a main motivator for participating in efficacy trials, and
monetary incentives were important to only a small proportion of participants (Koblin ez al.,
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1998). Similar findings have been reported in other investigations involving African
Americans, IDUs, and gay men (Strauss ez al., 2001). Lack of knowledge about vaccines
was widely evident among participants in this study and served as an additional facilitator for
potential enrollment in clinical trials. These facilitators, barriers and concerns about
participation in HIVVT were shared across ethnic/racial groups (e.g., African American and
white participants).

Almost, unanimously, participants stated that high-risk behavior would increase if there
were an HIV vaccine available. This is consistent with prior literature that has assessed
perceptions of high-risk behavior and HIV vaccines (Jackson et al., 1995; Vlahov, 1994). This
finding may add challenges to behaviorists and prevention researchers and calls for a stronger
link between behavioral change efforts and vaccine trials. Further, it illustrates the need for a
variety of prevention approaches that respond to the subpopulations invited to participate and
who lack knowledge about research processes and HIVVT.

A variety of educational approaches need to be employed within the community in order to
address the concerns of vulnerable populations about future participation in HIVVT. For
example, programs need to be tailored to specific knowledge levels about vaccines in general
and more specifically about preventive HIV vaccines (e.g., basic vaccine trial concepts, safety
issues, side effects). Similarly, risk for HIV needs to be addressed in relation to overall lifestyle
behavior and post vaccine behaviors. Comprehensive counseling will be needed with frequent
reinforcement during the course of clinical trials to prevent participants from engaging in high-
risk behaviors for HIV because of assumptions about protection by the vaccine (either placebo
or real without proven efficacy). In addition, participants will require information about the
nature of HIV testing and the meaning of vaccine-induced seropositivity.

Significance of expected results

Findings from this study strongly support the need for clinical researchers to address
adequately the perceptions of communities regarding participation in studies as many
disenfranchised groups such as low income and homeless adults continue to question issues of
beneficence versus malevolence in proposed trials. Using a CBPR approach is an important for
confronting obvious tensions that may emerge. Vazquez (1999) describes the significance of
including community representatives in trial design and implementation for assuring the
creation of successful HIVVTs that consider the realities of community participants’
experiences and facilitate enrollment. Furthermore, this type of partnership assures that
community value systems are incorporated in developing criteria for enrollment, incentives
and follow-up and builds participants’ commitment in the successful outcome of the trial.
Despite the fact that HIV vaccines are being developed and need testing in the near future,
there is a scarcity of systematic research on decision-making regarding HIV vaccine trial
participation, or on consequences of participation among racial/ethnic populations who are
IDUs, and/or engage in unprotected sexual activity. A major strength of this investigation was
the employment of CBPR methods that establish a new path for assessing interest and
willingness to participate in HIVVT. Application of CBPR methods reflects the investigative
team’s respect for the values of the community of homeless and low-income adults. The
approach has facilitated development of a trusting relationship for future work that moves away
from traditional methods of research that are often insensitive to the local culture and values of
the community. Multiple strategies are necessary to build trust; effective approaches within
this study included implementation of a Think Tank to gather information and problem solve,
and organization of a CAB for guidance in the planning, implementation and evaluation of the
study. By employing CBPR methods and advancing their use, coupled with education about
the risks and benefits of trial participation, the notion of trust could be enhanced among
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participants and researchers and among community-based organizations and academic
institutions.

Eventual triangulation of data from qualitative and quantitative sources will assist in testing
a meaningful conceptual framework for interest and willingness in HIVVT participation
among these groups and will form the basis for culturally- and linguistically-appropriate
intervention and prevention programs, inform HIV vaccine research and policy, and enhance
participation in HIVVTs.

Study limitations

The results of this study are limited by the nature of the sample which represents a special
subset of vulnerable populations and may not be generalizable to other high-risk groups.
Discussions did not examine participants’ feelings about specific vaccines or HIVVT
protocols. A prospective assessment of willingness to participate in HIVVT would augment
the validity of findings from this study.

Acknowledgements

Funded by the UCLA Center for Vulnerable Populations Research award and the UCLA
Intramural Grant Award.

References

BrowN, S. (2001). Personal communication. Medical Director, VaxGen, Los Angeles.
CENTERS FOR DISEASE CONTROL AND PREVENTION [CDC] (2001). The CDC National Prevention Information Nerwork.
[Online] Available: www.cdcnpin.org/hiv/start.htm

CELENTANO, D.D., NELsON, K.E., SUPRASERT, S., ETUMTRAKUL, S., GaLAl, N., KUNTOLBUTRA, S., et al. (1995).
Dynamics of risk behavior for HIV infection among young Thai men. Journal of Acquired Immune Deficiency
Syndromes and Human Retrovirology, 10(4), 477 —483.

CHESNEY, M.A., CHAMBERS, D.B. & KaHN, J.O. (1997). Risk behavior for HIV infection in participants in preventive
HIV vaccine trials: a cautionary note. Journal of Acquired Immune Deficiency Syndromes and Human Retrovirology,
16(4), 266—-271.

Howm, D.L., JouNsoN, J.L.., MUGYENYI, P., BYARUHANGA, R., KiTYO, C., LOUGLIN, A., et al. (1997). HIV-1 risk and
vaccine acceptability in the Ugandan military. Journal of Acquired Immune Deficiency Syndromes and Human
Rerrovirology, 15(5), 375 —380.

HyMmEs, D. (1974). Sociolinguistics and the ethnography of speaking. In: B.G. Brout (Ed.), Language, culture and
society (pp. 335—369). Cambridge, MA: Wintrop.

ISrRAEL, B.A., ScHULZ, A.]., PARKER, E.A. & BECKER, A.B. (1998). Review of community-based research: assessing
partnership approaches to improve public health. Annual Review of Publisc Health, 19, 173 -202.

JACKSON, D.J., MARTIN, H.L. Jr., BWwAYO, J.J., NYANGE, P.M., RAKWAR, J.P., KASHONGA, F., et al. (1995). Acceptability
of HIV vaccine trials in high-risk heterosexual cohorts in Mombasa, Kenya. AIDS, 9(11), 1279-1283.

JoHNSON, A. & SACKETT, R. (2000). Direct systematic observation of behavior. In: H. Russell Bernard (Ed.), Handbook
of Methods in Cultural Anthropology (pp. 301 —332). Walnut Creek: Alta Mira.

KanN, P. (2003). Vaxgen: Are there hints of race based effects? IAVI Report, 1(1), 1-4, 17.

KosLIN, B.A., HEAGERTY, P., SHEON, A., BUCHBINDER, S., CELUM, C., DouGLas, J.M., et al. (1998). Readiness of high-
risk population in the HIV Network for Prevention Trials to participate in HIV vaccine efficacy trials in the United
States. AIDS, 12, 785-793.

KoBLIN, B.A., HOLTE, S., LENDERKING, B. & HEAGERTY, P. (2000). Readiness for HIV vaccine trials: changes in
willingness and knowledge among high-risk populations in the HIV network for prevention trials. The HIVNET
Vaccine Preparedness Study Protocol Team. Fournal of Acquired Immune Deficiency Syndromes, 24(5), 451 —457.

Liau, A. & ZIMET, G.D. (2000). Undergraduates’ perception of HIV immunization: attitudes and behaviours as
determining factors. International Journal of STDs and AIDS, 11(7), 445—450.

LONGSHORE, D. & ANGLIN, M.D. (1996). HIV incidence among injection drug users. Journal of Acquired Immune
Deficiency Syndromes and Human Retrovirology, 11(3), 308 —309.

Los ANGELES CounTYy HEALTH DEPARTMENT [LACHD] (2002). AIDS Program Office.



380 ADELINE NYAMATHI ET AL.

NATIONAL INSTITUTES OF HEALTH [NIH] (2001). NIH Guidelines of Therapy. [Online] Available: www.hivpositive.com/
f-Treatment/NIH_Guidelines/NIHguideSumm.html Accessed November 20, 2001.

NYAMATHI, A., BAYLEY, L., ANDERSON, N., KEENAN, C. & LEAKE, B. (1999). Perceived factors influencing the initiation
of drug and alcohol use among homeless women and reported consequences of use. Women and Health, 29, 99 —
114.

NYAMATHI, A., SANDS, H., PATTATUCCI, A., BERG, J., LEAKE, B., EARLE HAHN, J., MORISKY, D. (2004). Perception of
health status by homeless US veterans. Family & Community Health, 27, 64—T4.

O’CoNNELL, ]J.M., HoGgG, R.S., CHAN, K., STRATHDEE, S.A., McLEAN, N., MARTINDALE, S.L., et al. (2002).
Willingness to participate and enroll in a phase 3 preventive HIV-1 vaccine trial. Journal of Acquired Immune
Deficiency Syndromes, 31, 521 —-528.

RiNGwaLT, C.L., GREENE, J.M., ROBERTSON, M. & MCPHEETERS, M. (1998). The prevalence of homelessness among
adolescents in the United States. American Fournal of Public Health, 88(9), 1325—1329.

RitcHIE, K.A. & MCEWEN, J. (1994). Employee perceptions of workplace health and safety issues. Can a questionnaire
contribute to health needs assessment? Occup Med (Lond), 44(2), 77—82.

ROBERTSON, M. (1997). HIV Seroprevalence among homeless women. Unpublished Presentation.

RoOBINSON, N. (1999). The use of focus group methodology—with selected examples from sexual health research.
FJournal of Advanced Nursing, 1999 Apr; 29(4), 905-913.

ROGERS, E.S. & PALMER-ERBs, V. (1994). Participatory action research: implications for research and evaluation in
psychiatric evaluation. Psychosocial Rehabilitation Journal, 18, 3—12.

SEAGE, G.R., HOLTE, S.E., METZGER, D., KoBLIN, B.A., Gross, M., CELUM, C., er al. (2001). Are US populations
appropriate for trials of Human Immunodeficiency Virus vaccine? The HIVNET Vaccine Preparedness Study?
American Journal of Epidemiology, 153, 619—627.

STRATHDEE, S.A., MARTINDALE, S.L., CORNELISSE, P.G., MILLER, M.L., CraIB, K.J., SCHECHTER, M.T., et al. (2000).
HIV infection and risk behaviours among young gay and bisexual men in Vancouver. Canadian Medical Association
FJournal, 162(1), 21-25.

STrRAUSS, R.P., SENGUPTA, S., KEGELES, S., MCLELLAN, E., METZGER, D., EYRE, S., er al. (2001). Willingness to
volunteer in future preventive HIV vaccine trials: Issues and perspectives from three U.S. communities. Fournal of
Acquired Immune Deficiency Syndrome, 26, 63—T1.

UNITED STATES DEPARTMENT OF HEALTH aND HumanN Services (USDHHS) (2003). Healthy people 2010.

www.health.gov/healthypeople. Accessed 9/2/03.

VAZQUEZ, R. (1999). A discussion of community concerns. In Bill Snow (Ed.), HIV Vaccine Handbook, Community
Perspectives on Participating in Research, Advocacy, and Progress. AIDS Vaccine Advocacy Coalition. Pp 27 —35.

ViraHOV, D. (1994). HIV vaccines for injection drug users in the context of a comprehensive prevention agenda. AIDS
Res Hum Retroviruses, 10(Suppl 2), S3-S6.

WEBB, P.M., ZIMET, G.D., MAYs, R. & FORTENBERRY, J.D. (1999). HIV immunization: acceptability and anticipated
effects on sexual behavior among adolescents. ¥ Adolesc Health, 25(5), 320—322.

ZoLora, A.R., HaHN, J.A., GORTER, R., MIRANDA, J., WLODARCZYK, D., PETERSON, J., et al. (1994). HIV and
tuberculosis infection in San Francisco’s homeless adults. Prevalence and risk factors in a representative sample.
JAMA, 272(6), 455—-461.





