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Preexposure prophylaxis (PrEP) has emerged as a
major tool in the prevention of HIV infection. Appro-
priate use of once-daily emtricitabine 200 mg and te-
nofovir disoproxil fumarate 300 mg (Truvada®;
Gilead, Foster City, CA) in combination with safer
sex activities significantly reduces the risk of HIV
infection. Trials initially supported efficacy of PrEP
in adults, prompting its approval for adult use by
the U.S. Food and Drug Administration (FDA) in
July 2012 (Gilead, 2018). Due to growing data sug-
gesting PrEP as beneficial in preventing HIV in
high-risk adolescents, the FDA approved it for pre-
vention of HIV in this patient population in May
2018 (Gilead, 2018; Smart + Strong, 2018). The
purpose of this article is to discuss the use of PrEP
to prevent HIV infection in high-risk adolescents.

Topics covered include a review of the data sup-
porting PrEP as effective in adults and adolescents,
reaching the decision to initiate PrEP in adolescents,
sexual history-taking considerations, and initiating
and monitoring PrEP in this group of vulnerable
individuals.

Support for PrEP in Adults in Clinical Trials

The FDA approved the once-daily use of Tru-
vada® to prevent HIV in high-risk adults in July
2012 (U.S. Department of Health and Human
Services, 2012). Known as preexposure prophylaxis
(PrEP), efficacy of the regimen was supported by
several clinical trials that suggested appropriate use

of PrEP in combination with risk-reduction behaviors
could reduce HIV infection significantly (Baeten
et al., 2012; Blackwell, 2014; Grant et al., 2010).
Data from the Preexposure Prophylaxis Initiative
and the tenofovir disoproxil fumarate and
emtricitabine studies showed that HIV infection was
reduced by 90% when patients appropriately
adhered to PrEP and were also provided with a
prevention program including providing condoms,
screening for HIV each month, and educating about
reducing risk (Centers for Disease Control and
Prevention [CDC], 2012; 2013).

Other studies have also supported PrEP as an
effective tool in the prevention of HIV in special
high-risk populations. For example, while the tenofo-
vir disoproxil fumarate and emtricitabine; Partners
PrEP; Preexposure Prophylaxis Trial for HIV Preven-
tion among African Woman; Phase 2 Trial of Preex-
posure Prophylaxis with Tenofovir Among Women in
Ghana, Cameroon, and Nigeria; and Vaginal and Oral
Interventions to Control the Epidemic trials all sup-
ported the efficacy of the regimen among heterosex-
ual men and women, the Preexposure Prophylaxis
Initiative and U.S. Men Who Have Sex with Men
Safety Trials focused on the effectiveness of PrEP
in men who have sex with men (MSM; U.S. Public
Health Service, 2014). In addition, the Bangkok
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Tenofovir Study emphasized PrEP as an effective tool
to prevent HIV infection in injecting drug users (U.S.
Public Health Service, 2014).

Support for PrEP in Adolescents in Clinical
Trials

Very few inquiries have been devoted to evaluating
the efficacy of PrEP in the adolescent patient popula-
tion. A review by Hosek and colleagues (2016) of the
small number of studies being conducted across the
United States and South Africa indicated likelihood
that PrEP would make a positive impact on popula-
tion HIV incidence in adolescents. Goodreau and col-
leagues (2018) echoed similar assumptions. In their
modeled study, these scholars found “PrEP can
have a large impact on HIV incidence among adoles-
cent sexual minority males in the United States, espe-
cially in settings with high prevalence” (Goodreau
et al., 2018, p. 312). A major component of the study
used in the modeling procedure by Goodreau and col-
leagues (2018) was the Adolescent Medicine Trials
Network (ATN) 113 trial. The results of this trial
prompted the May 2018 FDA expansion of approval
for PrEP to include adolescents (Gilead, 2018;
Rosenberg, 2018).

ATN 113 focused on 78 uninfected individuals
with an average age of 16.5 years. Thirty-three
percent of participants were mixed race, 29% were
Black, 21% were Latino, 14% were White, and 3%
were Asian or Pacific Islander (Smart + Strong,
2016). Participants consisted of adolescent MSM
(AMSM) who were at higher risk for sexually trans-
mitted diseases (STDs). Most participants disclosed
they had engaged in unprotected anal intercourse dur-
ing the study; and 15.4% were diagnosed and treated
for STDs during the 48-week trial (Smart + Strong,
2016). At the study’s conclusion, three had contracted
HIV, yielding a 6.41% HIV infection rate per year
(Smart + Strong, 2016).

Reaching the Decision to Initiate PrEP in
Adolescents

In 2016, individuals between the ages of 13 and
24 years made up 21% of all new HIV diagnoses in

the United States (CDC, 2018). Because 81% of these
diagnoses occurred in AMSM, these adolescents
were identified as being especially affected (CDC,
2018). AMSM have a number of factors that place
them at higher risk for HIV infection, including
high numbers of sexual partners, condomless sex,
and use of alcohol/drugs during sex (Goodreau
et al., 2018). Just 4% of infections resulted from het-
erosexual contact, and even fewer (3%) were from
male-to-male sexual contact in combination with
intravenous drug use or intravenous drug use alone
(1%; CDC, 2018). Among infected AMSM, 54%
were African American; Hispanic/Latino AMSM
made up 25% of these diagnoses, while White
AMSM accounted for 16% (CDC, 2018). Between
2011 and 2015, rates of infection remained stable in
African American and White AMSM, but rose by
19% among young Hispanic/Latino AMSM while
dropping 25% in young women (CDC, 2018).

The May 2018 expanded indication for PrEP by
the FDA to include adolescents was largely devoid
of specific guidelines about which adolescents the cli-
nicians should consider as appropriate for PrEP ther-
apy, with Gilead (2018) distinctly indicating PrEP for
at-risk adolescents in their press release regarding the
new expanded indication. Modeling research by
Goodreau and colleagues (2018) predicted the effi-
cacy of PrEP, specifically in AMSM, which was
appropriate given the most recent incidence data on
HIV infections provided by the CDC (2018). The re-
searchers recommended targeting 16- to 18-year-old
AMSM (Goodreau et al., 2018), which would include
the FDA-approved ages of 15 to 17 years for PrEP.
Other risk factors identified as appropriate for initia-
tion of PrEP in adults (Blackwell, 2014) that might be
applicable to adolescents include being the unin-
fected partner of a person living with HIV, having
multiple sex partners regardless of sexual orientation,
participation in sex work, use of illicit substances,
and failure to use condoms consistently during sex.

State regulations related to consent for preventa-
tive services and treatment in these persons is an
important factor to consider when choosing to initiate
PrEP in non-adult populations (Culp & Caucci,
2013). Clinicians should research their state regula-
tions that stipulate how minors are defined and
what consents they are able to legally provide. Culp
and Caucci (2013) specifically focused on issues
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