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To the Editor:

IN THE UNITED STATES (US), new HIV infections are in-
creasingly concentrated among men who have sex with men
(MSM). Although MSM represent only 4% of males in the
US,! they account for 61% of all new infections.” Despite
demonstrated efficacy of antiretroviral pre-exposure prophy-
laxis (PrEP) in reducing HIV acquisition, evaluation of PrEP
uptake and use outside of research settings remains limited.*
Commonly cited barriers to PrEP implementation include
limited awareness about PrEP, concerns about side-effects,
adherence, cost, access, low perceived risk of HIV acquisition,
and stigma.>*®7 Whether and how these barriers affect PrEP
uptake and PrEP clinical programs in real-world settings is
unknown. Similarly, other than in efficacy trials that found that
individuals on PrEP did not engage in higher risk behaviors
after PrEP initiation, little is known about changes in sexual
risk behaviors following PrEP initiation.®

To understand PrEP patients’ experiences in real-world
settings, we conducted in-depth qualitative interviews with
MSM prescribed PrEP at an infectious diseases outpatient
center in Providence, Rhode Island. Interviews explored
overall experiences taking PrEP, sexual risk behaviors and
decision-making, self-reported experiences with payers, and
normative recommendations for how best to raise community
awareness about PrEP. The study was approved by the
Lifespan Institutional Review Board (IRB).

Study inclusion criteria included being HIV-negative and
taking PrEP for at least 3 months. Interviews were structured to
allow flexible responses and introduction of additional topics
by both interviewer and participant. We conducted interviews
until reaching saturation, when no additional information
emerged. Each interview was digitally recorded, profession-
ally transcribed, and de-identified. A grounded theory ap-
proach was used to interpret interview findings. Transcripts
were coded using contextual themes, and our findings were
organized in analytical memos. Results are presented here.

Table 1 summarizes demographic characteristics of partic-
ipants. Table 2 summarizes the primary findings. Patients
generally reported positive experiences with PrEP and expe-
rienced few adverse clinical outcomes. PrEP users generally
reported consistent adherence patterns; however, these results
should be interpreted with caution, given that self-reported
adherence to PrEP may not always correlate with drug levels.
Despite this challenge, our results are consistent with prior
research suggesting that facilitators of medication adherence
include establishing a daily routine, using a pill-box, receiving
daily text message reminders, and setting alarms.

PrEP medication costs were generally covered by insur-
ance companies, including public and private payers. Most
patients’ insurance covered the majority of PrEP costs, but
several patients reported high co-payments for PrEP and re-
lated clinical and laboratory services. Industry-sponsored
patient assistance programs helped offset many, but not all, of
these costs. Overall, out-of-pocket costs were inconvenient
for a few patients but did not present insurmountable barriers
for most participants.

Some patients reported that pre-authorization requests for
PrEP payments and requirements that patients pick-up
medications from a specialty pharmacy as minor obstacles,
but they did not generally hinder patients from initiating
or continuing to take PrEP. However, our staff spent
considerable time navigating both industry and clinic-
sponsored patient assistance programs to reduce patients’
out-of-pocket costs. Other clinics may require additional
staff resources to provide these important support services
to PrEP clients.

Participants overwhelmingly reported no increases in
number of sexual partners or decreases in condom use. It
should be noted that nearly three-quarters of patients in our
study engaged in condomless anal sex or concurrent sexual
partnerships before initiating PrEP and maintained these
behaviors while taking PrEP. Our findings echo those of
another recent qualitative study that found that patients who

"Department of Social Work-Joint Master of Social Work, North Carolina Agricultural and Technical State University, Greensboro,

North Carolina.

*Warren Alpert Medical School of Brown University and The Miriam Hospital, Providence, Rhode Island.
3Department of Epidemiology, Harvard School of Public Health, Boston, Massachusetts.

4Department of Behavioral and Social Sciences, Brown University School of Public Health, Providence, Rhode Island.
>Division of Infectious Diseases, Washington University in St. Louis, St. Louis, Missouri.

639



640

TABLE 1. SOCIODEMOGRAPHIC, BEHAVIORAL, AND
CLINICAL INFORMATION FOR PREP PROGRAM PARTICIPANTS

N=24
Age (mean, SD) 33.2 (10.5)
Race and ethnicity
White/Caucasian 18 (75%)
African American/black 1 (4%)
Asian 0 (0%)
Hispanic or Latino/a 6 (25%)
Other 5 (21%)
Education (highest level completed)
Elementary school 1 (4%)
High school 5 (21%)
College 14 (58%)
Graduate school 4 (17%)
Annual income (mean) $54,429
Insurance
None 2 (8%)
Private insurance 18 (75%)
Medicaid 4 (17%)
Prior authorization needed 2 (8%)
Participated in drug manufacturer’s patient 2 (8%)
assistance program
Co-payment for medication a barrier 1 (4%)
Sexual risk behaviors
Men who have sex with men (MSM) 24 (100%)
Men who have sex with women (MSW) 1 (4%)
Women who have sex with men (WSM) 0 (0%)
Condomless anal sex with another man 17 (71%)
(MSM)—vpast 3 months
Anal sex with HIV positive man 7 (29%)
(MSM)—vpast 3 months
Substance use
Alcohol use 16 (67%)
Injection drug use—ever 2 (8%)
Methamphetamine use—past 3 months 1 (4%)
Popper (amyl nitrate) use—past 3 months 6 (25%)
Referral source
HIV/STD clinic 10 (42%)
Another outpatient physician 6 (25%)
Research study 3 (12%)
PEP program 1 (4%)
Other community referral 4 (17%)

STD, sexually transmitted disease; PEP, post-exposure prophy-
laxis.

already engaged in risk reduction strategies did not abandon
them after commencing PrEP.®

Larger quantitative studies have demonstrated that PrEP
users generally did not increase their risk behaviors and in
some cases actually decreased their risk behaviors after ini-
tiating PrEP.>> However, clinical trials, particularly those
intended to demonstrate efficacy, are not ideally suited for
studying behavioral changes following implementation of a
new intervention, including for PrEP. For example, partici-
pants in the initial PrEP efficacy trials did not know which
arm they had been randomized to (PrEP or placebo), and
participants received frequent behavioral counseling.

Given the risk behaviors of our patient populations before
and after PrEP and the fact that only a very small fraction of
participants attributed their decision to no longer use con-
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doms to PrEP, our study suggests that sexual decision-
making and behavioral risk compensation remain complex
and warrant continued attention by researchers and practi-
tioners. However, the overwhelming majority of our patients
did not use condoms at every sexual encounter before or after
commencing PrEP. Most importantly, most of our highest-
risk participants preferred not to use condoms and did not use
other HIV prevention methods; for these patients, PrEP
provides an important HIV prevention method that can dra-
matically reduce HIV acquisition risks.

In addition, many individuals expressed interest and
preference for intermittent PrEP use. Many patients noted
that they might change PrEP use if their relationship status or
risk-taking behaviors changed. Notably, several patients in-
creased HIV and other sexually transmitted diseases (STD)
screening. PrEP may therefore promote earlier detection of
HIV and other STDs; this is a noteworthy positive spillover
effect of expanding PrEP use.

Many participants reported that their primary care physi-
cians, pharmacists, and other health care providers had lim-
ited knowledge about PrEP. Several recent articles suggest
that many practitioners are not knowledgeable about PrEP.'°
Some research suggests that primary care providers believe
PrEP should be offered by infectious disease (ID) specialists,
while other studies have found that ID specialists believe that
PrEP provision is more suitable for primary care settings.''*'?
Educating the broader medical community about this novel
HIV prevention technology may help expand PrEP aware-
ness and access, increase PrEP referrals to knowledgeable
providers, and retain patients in care.

This study has several limitations. The study sample was
limited to participants enrolled in PrEP care; information
could not be captured for patients lost to PrEP follow-up. It is
conceivable that patients who were not retained in PrEP care
had different experiences than patients retained in care. Ad-
ditionally, approximately 75% of patients had private insur-
ance. Average co-payments for monthly medications varied
widely and ranged from $0 to $200; co-payments ranged
from $0 to $50 for clinical services, depending on insurance
carrier. Other patients with different insurance coverage
might have different experiences paying for PrEP.

Further, because many of our patients were middle-class,
White MSM, our findings may not be generalizable to other
populations including women, transgender populations, or
MSM from other racial groups or socioeconomic strata.

This study is among the first to explore experiences of
patients taking PrEP in real-world settings. We were able to
overcome many of the commonly perceived barriers to pro-
viding PrEP, including paying for medications, billing in-
surance companies for PrEP, and utilizing patient assistance
programs to fill gaps in insurance coverage. In general, pa-
tients reported adhering to medications, experiencing mini-
mal side effects, and not increasing risk-taking behaviors.
Perhaps most importantly, PrEP was highly acceptable and
was the only HIV prevention method used by many of our
participants engaged in condomless anal receptive sex, many
of whom also had concurrent sexual partners.

Our findings from a PrEP implementation program serving
high-risk MSM suggest that PrEP programs are indeed
scalable interventions, enhance HIV and STD screening for
populations at high risk that might not otherwise use pre-
vention methods, and are particularly important and highly
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TABLE 2. PATIENT EXPERIENCES WITH PREP

Theme

Farticipant quotes

Patients self-reported high rates of
medication adherence

Patients experienced few obstacles paying
for PrEP and PrEP-related services

Many patients engaged in high risk behavior
before PrEP and continued behaviors after
commencing PrEP (few reported increases
in high risk behaviors)

Most patients did not use condoms before
commencing PrEP

PrEP promoted increased frequency
of HIV and STD screening

Patients expressed interest in intermittent
PrEP

Patients offered suggestions for enhancing
community awareness about PrEP and
PrEP uptake

Patients suggested community-based
physicians needed more information
about PrEP

It’s only one pill so it’s not that bad. I would just take one pill every
night before I’d go to sleep, and that was it. I set a little reminder on
my phone so I didn’t forget it.

At first I didn’t feel comfortable taking a pill every single day. But right
now I don’t mind. It’s not really a big deal.

We have a card [government-issued flexible spending debit card] that we
use to pay for co-pays.

As far as I know, the insurance company pays for it. They haven’t raised
any flags or asked any questions.

I went to Walgreens and [the pharmacist] said that [the drug
manufacturer] has a co-pay program, which I had never heard of.
Basically, I didn’t have to pay my co-pay anymore. The co-pay was
sent to the drug manufacturer. So that entire $70 was paid by them.
She gave me the number. It took maybe fifteen, twenty minutes....
very, very simple.

I don’t know that it’s changed dramatically. A lot of my sex life depends
on how busy me and my partner are. The first few months that I was
on PrEP I thought I was going be having a lot sex. But really I think I
had about four partners, which is not an unusual amount for me.

I don’t have as many partners. I’ve gone from 60 or more partners to
around 30 or 35.

I’'m in an open relationship, me and my partner, we like to try different
things ... we like to play. I’ve been with the same person for a few
years now and we just like doing it, so I do see myself on it [for life],
especially with the risks that are out there.

We have explored other options. Condoms are still not a realistic option
for us. I mean, I can lie to myself and say I’m going to wear those, but
it’s not going to happen.

My partner count went down, but with the exclusive partners that I do
have ... it does tend to be unprotected sex.

So now every 3 months, I'll know my status. I'm kind of locked in to
come and get tested, which is a nice thing because before, someone
would have to twist my arm and drag me in [to get tested].

When I started coming here, I was getting tested (for HIV and STDs)
every 6 months. Now I get tested every 3 months.

Ultimately, I'm looking for a relationship and I feel like PrEP is
definitely a temporary thing until I’'m in a relationship.

My thought was that I would take PrEP until I hopefully find a
relationship where I don’t have risk of exposure.

For the foreseeable future I plan on staying on it. If there are any other
options in the future I’d like to explore those options ... I'm always up
for hearing what’s the next thing. I would trade it for something
better, if it were ever available.

I think social media would be a great tool.... why not take advantage
of it.

Every month there’s a Bareback sex party that’s internationally
promoted across the world. One of them happens in Providence.

It would be perfect to have a [PrEP awareness] station.

Have PrEP go mainstream. Buses have advertisements all the time. You
have every walk of life on that bus. Somebody’s going to see it and
think ... maybe I should go get tested or I know somebody who
should, why don’t I refer them to what I seen on the bus at a bus stop,
get the public aware and knowing about it no matter what.

I am surprised by the number of physicians who don’t know what PrEP
is. I think if the physician community doesn’t know, you can’t
possibly expect the regular, non-medical people to know.

When I go to a doctor’s office, they said to me ... is this drug for your
heart?

When [my primary care doctor] found out I was on Truvada he asked me
“Why are you on Truvada? You’re not positive.” I said, “It’s a
preventive medication.”” ... It was one of those things where he didn’t
even know.
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acceptable interventions for reducing HIV acquisition among
high-risk, HIV-negative MSM.
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