’.) Check for updates

Original Manuscript

Journal of Empirical Research on

“Where Did This [PrEP] Come From?” Ly Research s

© The Author(s) 2018

African American Mother/Daughter Reprines and parmissions:

sagepub.com/journalsPermissions.nav
DOI: 10.1177/15562646 18755919

Perceptions Related to Adolescent journls sagepub com/homelire
Preexposure Prophylaxis (PrEP) Utilization ®SAGE
and Clinical Trial Participation

Faith E. Fletcher', Celia Fisher?, Meredith K. Buchberg?, Brenikki Floyd*,
Anna Hotton*, Angelica Ehioba’, and Geri Donenberg*

Abstract

Despite the demonstrated effectiveness of preexposure prophylaxis (PrEP) to reduce incident HIV infections, PrEP’s
potential as an HIV prevention strategy for adolescent populations is unknown. This study assessed perceptions of
adolescent PrEP use and clinical trial participation among African American women and their adolescent daughters. We
conducted focus group discussions with 15 African American mother/daughter pairs (N = 30). Findings suggest a general
lack of PrEP awareness, favorable attitudes toward adolescent PrEP use, altruistic attitudes regarding research participation
among daughters, and less favorable attitudes toward adolescent clinical trial participation among mothers. Study findings
have the potential to inform strategies that provide equitable access to HIV scientific advances among African American
women and girls and promote informed parent—child research decision making.
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prevention, and tregtment services (Centers for Disease dence-based and population-sensitive HIV prevention
Control and Prevention [CDC], 2014a). The rate of HIV for methods that are “discrete, reliable, and woman-controlled”

African Americans girlls age§ 13 to 24 years is 20 time-s (Seidman & Weber, 2016) to attenuate the cumulative
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Approved by the Food and Drug Administration (FDA)
in 2012 for use by uninfected adult populations, preexpo-
sure prophylaxis (PrEP) is a promising biomedical preven-
tion strategy that has the potential to alleviate HIV/
AIDS-related disparities among African American female
youth by equipping them with greater control and agency
over their sexual lives (PEPFAR, 2016). However, PrEP
efficacy is highly dependent on consistent daily use for
women in pill form (Baeten et al., 2012; Baeten, Haberer,
Liu, & Sista, 2013; Collins, 2016; Grant et al., 2010;
Marrazzo et al., 2015; Okwundu, Uthman, & Okoromah,
2012; Thigpen et al., 2012; Van Damme et al., 2012), for
whom near perfect adherence is required (i.e., six to seven
doses per week) to achieve optimal protection in the female
genital tract (Cottrell et al., 2016). Thus, clinical trials are
currently underway to evaluate other forms of PrEP deliv-
ery, including vaginal rings, microbicides, and injectables.

Recent studies indicate that PrEP is acceptable to women
(Auerbach & Hoppe, 2015; Auerbach, Kinsky, Brown, &
Charles, 2015; Marrazzo et al., 2013; Van Damme et al., 2012)
and that women are more likely to adhere if (Bekker et al.,
2015) PrEP delivery is sensitive to the sociocultural, struc-
tural, and behavioral barriers to uptake and adherence (Pettifor
et al., 2015; Strathdee, Wechsberg, Kerrigan, & Patterson,
2013). However, PrEP’s potential as an HIV prevention strat-
egy for African American adolescent girls is unknown.
Furthermore, little is known about African American mothers’
knowledge of, and attitudes and beliefs toward, their daugh-
ters’ use of HIV preventive medications, especially within
experimental contexts. Adolescents generally are not propor-
tionally included in studies of biomedical and combination
prevention due to multiple barriers, including regulatory and
parental permission—related issues, an inadequate understand-
ing of the clinical research process, inability to access clinical
trial sites, parental and adolescent mistrust of scientific
research, forced adolescent disclosure of sexual behavior or
sexual orientation, and concerns about adherence and stigma
associated with participation (Abdool Karim & Dellar, 2014;
Bekker, Slack, Lee, Shah, & Kapogiannis, 2014; DiClemente,
Ruiz, & Sales, 2010; Knopfet al., 2017). Given the dispropor-
tionate rates of HIV among adolescent populations, it is criti-
cal to examine the social, behavioral, and ethical complexities
surrounding adolescent participation in HIV prevention trials
to inform the construction and implementation of population-
sensitive research protections (Fisher, 2014).

Strategically engaging African American female youth
and their mothers in the development of tailored PrEP pre-
vention strategies to optimize PrEP as a real-world strategy
is of great importance. The goal of the present study was to
assess perceptions of adolescent PrEP use and clinical trial
participation among African American women and their
adolescent daughters. Study findings have the potential to
inform strategies to provide equitable access to scientific
advances and promote parent—child informed decision

making among a population disproportionately affected by
the HIV epidemic.

Method
Setting and Study Sample

Participants in this research study consisted of African
American mother/daughter dyads residing in the Chicago
area who were recruited from a two-arm randomized con-
trolled trial. Participants were recruited through commu-
nity-based settings (i.e., churches, youth events, health
fairs, nail salons). The experimental arm of the parent study
IMARA (Informed, Motivated, Aware, and Responsible
about AIDS) blends three CDC-demonstrated evidence-
based interventions, Sisters Informing Sisters about Topics
on AIDS (SISTA); Sisters Informing Healing Living and
Empowering (SiHLE); Strengthening Today’s Youth Life
Experiences (STYLE), to create a culturally relevant,
multilevel, integrated, family-based, HIV and mental health
prevention program that simultaneously targets African
American women and their daughters (L. K. Brown et al.,
2014; DiClemente et al., 2004; Whiters, 2007). Despite
IMARA’s focus on HIV/STI prevention, PrEP was not
introduced to participants in the IMARA research work-
shops. Mothers and daughters randomly assigned to the
health promotion control arm, FUEL, participated in a
2-day workshop identical in length and intensity to IMARA.
FUEL focused on healthy activities such as good nutrition,
exercise, and informed consumer behavior. In contrast to
IMARA, FUEL did not directly address HIV/STI
prevention.

IMARA and FUEL arm participants were invited to take
part in the current study if they formally agreed to be con-
tacted for future research studies. Mothers and daughters
met the following eligibility criteria if girls (a) self-identified
as African American, (b) lived with a female caregiver
above age 18 years, and (c) provided baseline data for the
parent study. Women and their daughters each received
US$35 to participate, and women received US$10 for trans-
portation costs. The Institutional Review Board of
University of Illinois at Chicago reviewed and approved the
research protocol.

Procedure

Focus groups were conducted with mother/daughter dyads
between July and August 2015. Mother and daughter groups
were conducted concurrently in separate rooms (i.e., four
groups with mothers, four groups with daughters), so that
both groups could speak freely without familial influence or
coercion. Focus groups were held at the University of
I1linois at Chicago School of Public Health and lasted up to
120 min. Focus group format and content included a 15-min
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Table I. Health Belief Model and Focus Group Questions.

Construct Daughter questions

Mother questions

PrEP awareness
have your heard about it?
Attitudes toward PrEP use
pills, vaginal rings, gels injectables?)

Barriers
participate in a PrEP clinical trial?

Perceived benefits
PrEP clinical trial?

Perceived susceptibility/risks If you were participating in a PrEP clinical trial,
would you be concerned that you would have sex
with fewer people, more people, or about the

same number of people?

Have you heard of PrEP before today? If so, what

How would you feel about taking PrEP? (Probe:

What would be the reasons you would not

What would be your reasons for participating in a

Have you heard of PrEP before today? If so, what
have you heard about it?

How would you feel about your daughter taking
PrEP to prevent from getting HIV? (Probe: pills,
vaginal rings, gels injectables?)

What would be the reasons you would not allow
your daughter to participate in a PrEP clinical
trial?

What would be your reasons for allowing your
daughter to participate in a PrEP clinical trial?

If your daughter were participating in a PrEP
clinical trial, would you be concerned that she
would have sex with fewer people, more people,
or about the same number of people?

Note. PrEP = pre-exposure prophylaxis.

PrEP educational module informed by two local community
advisory boards. The educational video included facts about
(a) HIV and how PrEP worked to prevent acquisition, (b)
PrEP side effects (i.e., nausea, diarrhea, rare bone weak-
ness), (¢) different types of PrEP delivery (i.e., daily pills,
vaginal rings, microbicide gels, injectables) and adherence
requirements (i.e., daily pill intake, insertion of rings, dura-
tion of injection effectiveness), and (d) description of a
hypothetical clinical trial for female adolescents comparing
the effectiveness of a vaginal ring with PrEP medication
versus placebo vaginal ring. Participants were also informed
that due to limited data available on efficacy, acceptability,
and safety, PrEP is not yet approved for adolescents younger
than 18 years (Knopf et al., 2017).

After participants provided consent, the focus group dis-
cussion commenced. Women and girls selected pseudonyms
to use throughout the focus group discussion to maintain
anonymity. The first and fourth authors facilitated the group
discussions. Both authors are formally trained in focus
group facilitation techniques and shared self-identified
racial and gender characteristics with the target population.
Two graduate research assistants served as comoderators,
with the primary responsibility of documenting verbal and
nonverbal cues during the groups in an effort to enhance the
analysis.

The Health Belief Model (HBM) informed the educational
video and focus group discussion guide (Table 1). As a value
expectancy theory, the overarching principle of the HBM is
that health behaviors are primarily determined by perceptions
and beliefs about a disease, one’s vulnerability to the disease,
and the available resources and strategies to decrease the like-
lihood of disease occurrence (Hayden, 2013; Verheggen,
Nieman, & Jonkers, 1998). The HBM is especially appropri-
ate for this study given its emphasis on health-related beliefs
and practices, which can be influenced heavily by race/
ethnicity, age, and gender (Ashing-Giwa, 1999; Glanz &

Rimer, 1997; Glanz, Rimer, & Viswanath, 2008). HBM pro-
vides a useful framework for understanding (a) how attitudes
toward PrEP use and youth involvement in PrEP research
studies are influenced by mothers” and daughters’ perceptions
of youth susceptibility to and severity of contracting HIV, (b)
the efficacy of PrEP as a way of reducing HIV risk, and (c) the
extent to which individual, interpersonal, and institutional fac-
tors are perceived as barriers or facilitators in helping girls
take action against HIV acquisition.

Analysis

The study team de-identified and transcribed focus group
audio recordings. Two coders used inductive and deductive
methods to analyze interview transcripts independently.
The study team developed an initial codebook using infor-
mation obtained from a preliminary focus group debriefing
session, a literature review, the focus group interview guide,
and their understanding of the project’s focus. After further
analysis of the audio recordings and transcript text, coders
used the HBM as a framework to categorize qualitative
responses into perceived barriers, and facilitators related to
adolescent PrEP utilization and clinical trial participation
among both mothers and daughters. Differences in coding
were resolved through consensus among the coders; all
coders agreed the final identified themes best represented
the major findings and tone of the focus groups. All qualita-
tive data were analyzed using NVivo 11.1.1. Demographic
data were analyzed using SPSS 16.0 for Windows.

Results

Fifteen mother/daughter dyads completed the study (N =
30) during eight focus groups. All study participants self-
identified as African American (100%). As in many African
American family units, aside from biological mothers, other
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Table 2. Demographic and Sexual Health Characteristics.

Characteristic n (%)
Maternal age, M (SD) 43.4 (13.4)
Maternal race

African American 15 (100.0)
Maternal education level

Less than high school 2 (13.3)

High school 3 (20.0)

Some college/vocational school 6 (40.0)

College degree or higher 4 (26.7)
Household income

Less than US$10,000 6 (40.0)

US$10,000-US$19,999 2(13.3)

US$20,000-US$29,999 2 (13.3)

US$30,000-US$39,999 3 (20.0)

US$40,000-US$49,999 1 (6.7)

US$50,000-US$59,999 1 (6.7)
Relationship to adolescent

Biological mother 10 (66.7)

Grandmother 3 (20.0)

Aunt 2(13.3)
Daughter age, M (SD) 14.8 (0.6)
Daughter race

African American 15 (100.0)
Daughter current grade level

Seventh grade 3 (20.0)

Eighth grade 5(33.3)

Ninth grade 5(33.3)

10th grade 2(13.3)
Daughter sexually active

Yes 4 (26.7)

No 11 (73.7)
Daughter age of sexual initiation, M (SD) 14.0 (0.8)
Daughter history of positive STI test

Yes 3 (20.0)

No 12 (80.0)
Daughter birth control use (last 6 months)

Yes 11 (73.7)

No 4 (26.7)

Note. STI = sexually transmitted infection.

female guardians (e.g., aunts, grandmothers) serve as the
primary caregivers and mother children. Hence, we refer to
all guardians as “mothers” throughout this article. The mean
age (SD) was 43.4 years (13.4) for mothers and 14.8 years
(0.6) for daughters; 66.7% of the guardians were the adoles-
cent’s biological mother; 40.0% of mothers reported an
annual income of less than US$10,000, with 53.3% cur-
rently employed and 66.7% having completed some college
or higher. The mean age (SD) of sexual initiation for
daughters was 14.0 years (0.8), with 20% of daughters
reporting a previous positive STI result (Table 2). Major
themes relating to PrEP use for adolescent HIV risk

reduction and participation in an adolescent HIV research
trial are described below.

Qualitative Results

Lack of available health information regarding PrEP. Partici-
pants in focus group discussions across both generations
believed that reducing HIV risk was a priority for sexually
active African American youth. Mothers and daughters were
both surprised and disappointed that they had not heard of
PrEP prior to focus groups. Mothers, especially, were
alarmed that information about PrEP was not disseminated
to them, particularly, given the increased prevalence of HIV
in their communities. Their comments suggested that a lack
of information was indicative of underlying biases by both
the government and pharmaceutical companies, and ulti-
mately prevented African American communities from
receiving pertinent and potentially life-saving information in
a timely manner. As these two mothers passionately asserted,

Being approved by the FDA. And it’s [PrEP] not widely
known. You know, that is kind of baffling. Statistically our
teenagers, our Black teenagers, male and female, are susceptible
for HIV more than any other race. (Mother focus group)

Think about the lives that could have been saved if it [PrEP for HIV
prevention] was already like, marketed the way HIV medications
are marketed on these billboards. (Mother focus group)

Cautious acceptance of PrEP as an effective means to reduce
HIV risk. Both mothers and daughters recognized HIV as a
serious condition that placed youth who did not engage in
safe sexual practices at risk. Once informed of PrEP, both
mothers and daughters expressed favorable attitudes toward
its use for sexually active adolescents to prevent HIV acqui-
sition. As one daughter stated,

I feel okay with using it [PrEP] because it’s like helping you
not to get—it’s protecting you from not getting any type of
HIV. (Daughter focus group)

Although parents desired abstinence for their daughters,
they recognized that long-term sexual abstinence was not
likely; thus, mothers believed that PrEP offered a viable
HIV prevention method for adolescents. One mother stated,

Well, me, you know, I go back into my fairyland thinking of
wanting my granddaughter to be abstinent. And I know that’s
not going to happen. So in order to protect her from getting
HIV, I would have to say yes [to PrEP]. (Mother focus group)

Mothers were realistic about the benefits and limitations of
PrEP related to protecting their daughters. Many mothers
emphasized that PrEP should be used as a “back-up” method
to the condom for optimal protection. As one mother
asserted,
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I’m pushing the condoms. But, you know, those can fail. And
then they [adolescents] got something to fall back on and that’s
the PrEP. (Mother focus group)

Beliefs about adolescents’ability to effectively use PrEP. Although
most mothers and daughters expressed favorable attitudes
toward adolescent PrEP use, as illustrated in the above com-
ments, they described various concerns that reflected skep-
ticism toward adolescents’ ability to adhere to PrEP
regimens, given observed adolescent adherence challenges
with other drugs.

I’m on medication, also. So that’s why I’'m pretty much, like, I
don’t know about taking the pill [PrEP] because I don’t know
how it’s going to affect my body or affect the way the
medication | already take during the day, you know, together
and mixed up together and how it’s going to make me feel.
(Daughter focus group)

I hear it all the time in the clinic [from teenagers]. I can’t take the
pills. I can’t remember it. And this and that. (Mother focus group)

Interestingly, some mothers were also concerned that teen-
agers might share their PrEP prescriptions with other teen-
agers and improperly take PrEP (i.e., take immediately
before sex). One mother noted,

They [teenagers] can think that, oh, take this pill [PrEP], you
know, one night, and it’s not enough [PrEP] in their system not
to contract the disease. And then they think, oh, yeah, go ahead
and take this. It’ll stop you from, you know [from getting HIV].
(Mother focus group)

Beliefs about which PrEP delivery tools are most effective. We
highlighted different forms of PrEP delivery such as pills, vagi-
nal rings, microbicide gels, and injectables. Because taking
pills as prescribed was a major concern, many mothers felt that
adolescents might benefit from alternative forms of PrEP
delivery such as injectables that did not require daily attention.
One mother stated, “Injectables seem more plausible than the
gel; I am not fond of the vaginal ring.” Although most mothers
were aware that an HIV vaccine had not yet been developed,
an HIV vaccine similar to the human papillomavirus (HPV)
vaccine emerged as a strong preference among group mem-
bers. One mother described the HPV vaccination as a promis-
ing preventive approach because the vaccination incurred
long-term protection against HPV and ultimately prevented
cervical cancer. Furthermore, because sexual intercourse was
not a prerequisite for vaccination use, in comparison with
PrEP, mothers expressed greater support for the development
of an HIV vaccine.

My thing was back to the HPV, you don’t have to be sexually
active. Like, you don’t have to be getting pap smears. But we
caught ourselves guarding you [our children] from possibly

when you get up in age or whatever when cervical cancers
come into play. (Mother focus group)

Although mothers desired protection for their daughters
from both HIV and cervical cancer, for some, an HIV
vaccine risked their daughter being subject to greater com-
munity stigma than the HPV vaccine. As one mother stated,

I guess I think of cervical cancer disease or something, it’s a
little more different from HIV, yes. I would want my daughter
to be protected from HIV. But it’s so much that goes with that
HIV. (Mother focus group)

Mothers and daughters’ beliefs about the health benefits of par-
ticipating in an adolescent HIV prevention trial. Fears of medi-
cal and scientific exploitation of communities of color and
concerns about unknown side effects and social stigma
were pervasive beliefs surrounding clinical trial participa-
tion. At the same time, both generations believed that there
were societal benefits that could result from clinical trial
involvement. Perceived benefits included trials educating
communities about HIV prevention, making drugs avail-
able to HIV wvulnerable populations, increased teenage
awareness of PrEP, creating resources to aid individuals in
making better choices, helping to reduce HIV/AIDS stigma,
and aiding in disclosure of HIV status.

Experimental mistrust. Compared with daughters, moth-
ers expressed less favorable attitudes toward clinical trial
participation rooted in the legacy of abuse of African
American populations by the medical scientific estab-
lishment. Along with their belief that the heightened HIV
rates in the Black community represented a serious health
problem, mothers were especially concerned that “at-
risk” communities would be targeted exclusively for
PrEP “drug experimentation.” As these participants
expressed,

Is this research just for African Americans only? Is the
Caucasian, anybody else taking these drugs? (Mother focus

group)

We (daughter and I) could wait on the testing. I want to watch
everybody else. I wouldn’t want my daughter to be in the test
[PrEP clinical trial]. (Mother focus group)

Among mothers, in particular, a general fear of experimen-
tation appeared to be heightened by a lack of PrEP knowl-
edge and awareness in the community as well as unknown
long-term medication risks for adolescents. As one mother
noted,

And by not having knowledge you can just be like, oh, they’re
experimenting and then throw it to the side. (Mother focus

group)
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Unknown long-term side effects and social stigma as barriers to
PrEP use. Given the paucity of long-term PrEP data for ado-
lescents, both mother and daughters perceived unknown
side effects as a barrier to participation in PrEP research.
Daughters, in particular, highlighted the potential for weight
gain, bowel movements, and vaginal bleeding. As one
mother stated,

For me it’s always about the side effects of the drugs and the
long-term. 1 always look at the long-term. With the clinical
trials you don’t know until years later what the harmful effects
will be to their health. (Mother focus group)

However, some mothers felt that the protection offered by
PrEP could outweigh the risks of possible side effects:

I am on the fence because of the side effects but I'm definitely
all for PrEP because they’re [teenagers] going to do what
they’re going to do. (Mother focus group)

Mothers, in particular, expressed concerns that unknown
effectiveness of pills might increase HIV risk:

Oh [teenagers in a PrEP study will think they] can sleep with
whoever they want to because I got these AIDS pills, and then
they honestly don’t work and then what? You’re HIV positive
and you have nothing, you know, no way you can deal with it.
(Mother focus group)

Regarding the stigma and embarrassment surrounding
PrEP use, some youth expressed concerns about PrEP’s
potential to give them a bad reputation and stigma imposed
by members of the community, particularly adolescent
boys. As these two girls expressed,

They [young boys] want attention or make everything positive
and uplifting seem like a negative factor to make you feel bad;
it’s really not funny when half our generation is walking around
with HIV and AIDS. (Daughter focus group)

Say you tell someone that you’re doing a study to help prevent,
like, HIV. Some people might take it a different way and, like,
spread rumors that you have it [HIV] because you’re taking the
test, and it ends up affecting you. It makes you, like, some
people just take that as peer pressure and it makes you stop

[drug and/or study participation]. (Daughter focus group)

Perspectives on potential risks and benefits HIV prevention trial
participation. Daughters expressed favorable attitudes
toward adolescent clinical trial participation and described
both individual- and societal-level benefits associated with
potential participation. Girls believed that clinical trial par-
ticipation would offer them resources such as education,
HIV testing, and compensation as well as the opportunity to
reduce HIV/AIDS among their peers, communities, and
society. As one daughter noted,

Because it’s really, like, us young, black women, we catch it
[HIV] very easily because we don’t know. These dudes would
not let you know if they have AIDS or HIV or anything. But we
should reach out to our peers and try to get them to do something
like this because they can also learn what we are learning, also,
to help, you know, whoever in their community. (Daughter
focus group)

Another participant expressed,

There is no reason to not participate—if it [PrEP] could protect
you, why not? (Daughter focus group)

Mothers, however, remained skeptical as illustrated in this
comment:

I wouldn’t want my daughter to participate, but I think it’s a
great idea if it helped others. (Mother focus group)

Some girls were additionally concerned that PrEP clinical
trials would force them to have uncomfortable discussions
with their mothers about sex given the nature of the drug.
One daughter asserted,

I feel like my mom she’s supportive, but then again she might
be like, “You’re having sex. You’'re doing this.” (Daughter
focus group)

An additional concern expressed by one young woman
was increased HIV risk resulting from assignment to the
placebo group in a research trial:

Because what if, like, someone’s thinking, “I got the actual
medicine” but they actually have a placebo. Like they’re doing
risky things. Like, there’s always the chance that okay maybe
I’m not actually getting what I signed up for. (Daughter focus

group)

Despite their concerns, most daughters believed that
their mothers would be supportive of their participation in a
PrEP clinical trial. Many girls highlighted that their mothers
were generally supportive and would trust their judgment
even if they had concerns about the experimental nature of
the study. As one participant expressed,

She trusts me enough to understand that what I’'m doing is
something I want to do and not just something that was
pushed on to me. So as long as I want to [participate in
clinical trial] and I put my all into it, it’s fine. (Daughter
focus group)

Mothers and daughters’ beliefs about guardian permission to
participate in HIV prevention trials. The extent to which
guardian permission is a barrier or facilitator toward
adolescent research participation continues to arouse heated
cthical debate (DiClemente et al., 2010; Fisher, 2003;
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Fisher, Arbeit, Dumont, Macapagal, & Mustanski, 2016;
Fisher et al., 2013, p. 11-12; Fisher & Mustanski, 2014;
Fisher & Wallace, 2000; Macapagal, Coventry, Arbeit,
Fisher, & Mustanski, 2017). Most mothers were not sup-
portive of guardian permission waivers for PrEP studies
involving adolescents, and agreed that they would want to
know whether their daughters were enrolled in a PrEP clini-
cal trial or taking PrEP. Most daughters also saw maternal
involvement in research participation as promoting their
health and welfare. Mothers strongly communicated the
important role they should play in monitoring whether their
daughters were taking pills correctly and to evaluate poten-
tial side effects of PrEP. One mother commented, “I would
make sure that she took the pill.” Although group members
understood the rationale for protecting teenagers’ rights to
receive sexual health services in research and clinical prac-
tice, many participants, like the grandmother quoted below,
believed that parental involvement is needed in PrEP clini-
cal trials, particularly, to promote drug adherence and to
monitor their daughter’s health.

My granddaughter had a STD. Twice I had to have her take
those pills. She said, “They leave a taste in my mouth, Grandma.
Idon’tlike to take them. I feel okay.” But then she’s complaining
to me about her stomach hurting. Because, I mean, she’s not
taking the preventive measure so that she’s not going to get an
STD. But when she get one [STD], she don’t take the pills.
(Mother focus group)

Another mother noted,

She’s [Daughter] is not really mindful of her body and the
changes in her body and what she should be looking for. 1
check everything, so I need to know if she looks a little glassy
eyed or, you know, tired, more fatigued or something. I’'m able
to talk to her about it, tell her what to tell the doctor to look for
so I can help. (Mother focus group)

Despite their overall desire to be informed with clinical tri-
als involving their daughters, mothers recognized that
daughters needed to make their own decisions, including
decisions about their sexual health.

They got to have an opinion. And they got to be able to make a
decision on their own. Because all too often when we force
them to do things, it just don’t quite work out that way. (Mother
focus group)

Daughters desired their mothers’ involvement in clinical tri-
als, primarily to remind them to take their medications and
monitor drug side effects. In general, daughters placed high
importance on the relationships that they had with their
mothers, which extended to issues related to their sexual
health, including PrEP.

I wouldn’t like it at all because, like, your parents should know
what you are doing at ages 17, 16, 15, you should automatically
have your parents’ permission [to participate in clinical trials].
(Daughter focus group)

To this end, many girls stated that even if they partici-
pated in a trial that did not require parental permission, they
would still inform their mothers of their participation.
General comments included the following: “We have an
honest relationship—I tell her everything anyway”; “I don’t
want to keep secrets”; “If you don’t tell her, she’ll think
something’s wrong”; “What would you do to treat possible
side effects if she doesn’t know what’s going on?”

Discussion

The advent of PrEP represents a promising approach to
attenuate persistent HIV/AIDS disparities. Compared with
other groups of women, African American women and girls
are disproportionately affected by the HIV/AIDS epidemic
(CDC, 2012, 2014b). Thus, there is a need for effective HIV
prevention strategies for African American women and girls
to achieve health equity. PrEP has the potential to equip HIV
vulnerable women with the tools to assert agency or control
over their sexual lives in a manner that is independent of
partner influence (Auerbach & Hoppe, 2015). However,
awareness and utilization of PrEP is especially low among
African American women (Auerbach et al., 2015; Bush
et al., 2016; Flash et al., 2014), which has implications for
access, acceptability, and uptake.

Findings from our study demonstrate a lack of PrEP
awareness among both African American mothers and
daughters. Mothers, in particular, questioned why informa-
tion about PrEP had not been disseminated to them, par-
ticularly, given the increased prevalence of HIV in their
communities. Once informed of PrEP, both mothers and
daughters expressed favorable attitudes toward PrEP ado-
lescent utilization. Auerbach and colleagues reported simi-
lar findings among African American women who initially
expressed frustration and anger because they had not heard
of PrEP, but perceived PrEP as an attractive option, once
informed (Auerbach et al., 2015).

These findings support the need to expand targeted use
of effective combinations of evidence-based HIV preven-
tion approaches for African American female adolescents.
In addition, there is a need for PrEP educational efforts and
strategies tailored to the needs of key populations, with a
strong emphasis on HIV-stigma reduction, which continues
to undermine HIV/AIDS prevention, testing, and treatment
(L. Brown, Macintyre, & Trujillo, 2003; Chesney & Smith,
1999; Kerr et al., 2014; Mahajan et al., 2008).

Although mothers were open to adolescents taking PrEP
once FDA approved for adolescents, they expressed less
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favorable attitudes toward adolescent clinical trial participa-
tion primarily due to concerns surrounding medical exploita-
tion and a lack of available evidence related to the long-term
effects of PrEP for adolescents. Daughters, in contrast,
expressed altruistic attitudes regarding research participation.
Due to the history of medical research exploitation in the
United States, African American men and women have
expressed skepticism toward research participation and reluc-
tance to access new scientific advances (Alsan & Wanamaker,
2016; Gamble, 1997; Reverby, 2010; Scharff et al., 2010).
Thomas and Quinn argue that the history of slavery and rac-
ism in the United States has contributed to conspiracy theo-
ries, which have affected the promotion of condom distribution
programs, clean needle exchange programs, and antiretroviral
therapy (ART) usage aimed to reduce the spread of HIV
(Thomas & Quinn, 1991, 1993). Thus, further research is nec-
essary to examine the role of institutional racism and research
exploitation on attitudes toward PrEP use and research partici-
pation intergenerationally.

Fisher and Wallace (2000) found that African American
adolescents and parents held similar conspiracy theories,
mistrust, and fears of exploitation in response to questions
regarding participation in research on adolescent risk behav-
iors. Consequently, attitudes toward the medical and research
enterprise held by African American mothers, in particular,
may influence willingness to allow their adolescent daugh-
ters to participate in PrEP research studies, especially given
the controversial nature of an HIV prevention pill. Despite
such views, other evidence suggests that restricted access and
availability to research and information may have a greater
influence on racial/ethnic minority populations’ participation
decisions (Wendler et al., 2006). Thus, engaging African
American communities in the research process represents an
important step in promoting informed decision making and
equity related to PrEP use and clinical trial participation.
Drawing from a community-engaged framework, the
impacted community members should identify future
research and intervention strategies to address the communi-
ty’s structural realities (Minkler, 2005).

Both mothers and daughters identified potential barriers
to adolescent PrEP use and clinical trial participation.
Pervasive concerns included short- and long-term side
effects of PrEP, HIV stigmatization, group assignment,
increased STI risk in the absence of condom use, and adher-
ence failures. In addition to barriers to PrEP use and clinical
trial participation, we described to mothers and daughters
that guardian permission has emerged as a barrier to adoles-
cent participation in HIV research. As a result, parental per-
mission waivers have been granted to enhance recruitment,
retention, and alleviate stigmatization related to sexual ori-
entation and HIV status. Mothers in our study expressed a
desire to be involved with their daughters’ PrEP use and
clinical trial participation; daughters similarly expressed a
desire for their mothers to be involved. These findings are

consistent with those indicating that many sexually active
lesbian, gay, bisexual, and transgender (LGBT) youth
whose parents are supportive of their sexual orientation also
perceive guardian permission as an important means of pro-
tecting their health when participating in HIV prevention
trials (Fisher, 2014).

Future clinical trials and programs for adolescents should
address both patient- and provider-level barriers to PrEP
use. At the patient level, trials must be culturally and devel-
opmentally tailored and account for the cost of long-term
usage to facilitate proper adherence and address adolescent-
specific barriers. Increased provider awareness about PrEP
is necessary to increase comfort with prescribing it to ado-
lescents and to clarify uncertainty about legal and confiden-
tiality issues. Furthermore, given the intersections of race,
gender, and age among African American adolescent
females and the potential for marginalization, health care
provider training is key to reduce biases and disparities in
prescribing PrEP and potential judgment surrounding sex-
ual behavior (Calabrese, Earnshaw, Underhill, Hansen, &
Dovidio, 2014; Flash et al., 2014).

Best Practices

Although youth ages 13 to 24 account for 22% of all new
HIV infections, with the burden disproportionately fall-
ing on minority youth (CDC, 2017b), PrEP is not FDA
approved for use by adolescents younger than 18 years.
There are unique psychosocial, physiological, and ethi-
cal considerations related to adolescent HIV prevention
trials and potential PrEP use. Thus, “risks and benefits of
PrEP for adolescents should be weighed carefully in the
context of local laws and regulations about autonomy in
health care decision-making by minors” (CDC, 2014b).
Furthermore, Rudy and colleagues (2010, p.12) highlight
the importance of “conducting preparatory studies that
include safety, feasibility and acceptability among youth
if we are to facilitate their inclusion in large scale
biomedical prevention trials so that concurrent product
licensure can be achieved with those of adult
indications.”

Designing ethically responsible studies for HIV vul-
nerable adolescent populations requires attention to the
contextual challenges, social concerns, and the myriad of
vulnerabilities experienced by such groups. PrEP adoles-
cent studies such as Adolescent Trials Network for HIV/
AIDS Interventions 082 serve as a framework to inform
the development of future effectiveness studies among
high-risk young men who have sex with men (“Evaluating
the Acceptability, Safety and Use,” 2014; Fisher, 2014;
“An Open Label Demonstration,” 2013). Relatedly, stud-
ies focused on African American female youth are needed
to ultimately inform targeted strategies to increase PrEP
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uptake, adherence, and culturally sensitive modes of
application. Seidman and Weber emphasize that success-
ful implementation of PrEP requires due consideration to
women’s preferences and the particular social forces that
influence the daily realities of women and ultimately
decisions surrounding PrEP uptake and adherence
(Seidman et al., 2016).

Educational Implications

Our findings suggest that reluctance and concerns about PrEP
were largely related to a lack of information, evidence, and
testing about PrEP, and not merely based on fear of medical
experimentation and health care system distrust. Both moth-
ers and daughters recognized the importance of PrEP
research; teenagers, in particular, demonstrated altruistic per-
ceptions related to PrEP clinical trial participation. As such, it
is critical to engage African American female youth, African
American caregivers, and community stakeholders to assess
potential barriers to participation in HIV prevention trials and
ideas about adolescent PrEP use in a real-world context.
Stakeholders should be included in all research phases to
ensure the ethically sound development of studies that are
sensitive to the sociocultural, structural, and medical needs of
the affected individuals and communities.

Limitations and Research Agenda

To our knowledge, this study is the first to examine percep-
tions related to adolescent PrEP use and clinical trial par-
ticipation among African American women and their
adolescent daughters. Study findings provide important
considerations for the development of future interventions
involving PrEP and African American youth. Findings also
suggest that engaging community stakeholders in the con-
struction and evaluation of population-sensitive research
protections to inform ethical practice and policies for HIV
prevention science offers great promise (Fisher, 2014). The
limitations of this study suggest fruitful avenues for future
research. First, we sampled African American mothers and
daughters in Chicago, Illinois, who were already participat-
ing in a family-based two-arm randomized control trial.
Additional research is necessary to determine the extent to
which participants’ views reflect those of female African
American youth who did not enroll in a family-based pro-
gram designed to strengthen mother—daughter sexual health
communication. Second, our study examines mother—
daughter attitudes toward a hypothetical PrEP study; future
research should determine how expressed attitudes and
beliefs influence participation in actual trials or uptake of
PrEP. Finally, as with all focus group research, the need to
keep group membership small to facilitate discussion, the
unique community history of participants, and the

interactive nature of focus group designs does not lend to
generalization beyond the particular discussants. Rather,
this study provides an analysis of African American mother/
daughter perspectives that can inform current ways of
thinking about self-consent and point to new directions of
scientific inquiry (Fisher & Wallace, 2000). As one daugh-
ter stated,

We should try to help our generation as much as we can so that
when our generation grow up or the next generation that’s
coming up behind us, we can also feed them the stuff that we
already know. (Daughter focus group)
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