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Pharmacist-Led Management of HIV PrEP
Within the Veterans Health Administration

Madison A. Cameron, PharmD?; Jenna Kawamoto, PharmD, BCACP?; Troy A. Shahoumian, MPH, PhD";

Pamela S. Belperio, PharmD, BCPS, AAHIVP®

Background: Uptake and access to HIV preexposure prophylaxis
(PrEP) is key to reducing incident HIV infections. Pharmacists are
one of the most accessible health care professionals in the United
States and are well suited to address this need.

Observations: We describe a model of care at the Veterans
Affairs Greater Los Angeles Healthcare System in which
clinical pharmacist practitioners developed and implemented
a pharmacy-led PrEP clinic colocated within an infectious
disease clinic. Veterans Health Administration clinical

pharmacists provide direct patient care under a scope of
practice that includes ordering and interpreting laboratory
tests and providing PrEP prescriptions. To improve access
and patient acceptability, we also used novel telemedicine
modes of care to ensure flexible appointment scheduling.

Conclusions: This model can be used by other federal and
community-based health care organizations to implement
interdisciplinary pharmacist-managed PrEP clinics and
expand telehealth modalities to deliver outpatient services.
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Human Services (HHS) Ending the
HIV Epidemic framework aims to de-
crease HIV infections in the United States
by 90% before 2030.! Achieving this goal
requires identifying persons at high risk
for HIV and ensuring timely and efficient
access to HIV preexposure prophylaxis
(PrEP).>> However, despite its commercial
availability since 2012, community uptake
of PrEP is low.® In 2019, < 25% of Amer-
icans who could benefit from PrEP were
using this preventive therapy.” Poor uptake
of PrEP has also been documented among
veterans and US military service members.
National data on men in the military and
men who have sex with men (MSM) in the
military suggest that about 12,000 service
members are eligible for PrEP; however,
only 2000 service members and their ben-
eficiaries accessed PrEP in February 2017.8
A review of health records of US military
service members conducted from 2014 to
2016 indicated that most patients who re-
ceived PrEP did not receive recommended
monitoring in accordance with the Centers
for Disease Control and Prevention (CDC)
guidelines. Furthermore, 16% of these in-
dividuals did not receive HIV testing within
14 days of initiating PrEP, and 13% were
never evaluated for hepatitis B infection.?
Pharmacists are highly accessible health
care professionals (HCPs): More than 90%
of Americans live within 5 miles of a com-
munity pharmacy.’ Pharmacists play an in-
tegral role within the outpatient health care
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team and have been responsible for improve-
ments in health care outcomes for a variety of
chronic conditions and immunization prac-
tices.'*"> Additionally, community pharma-
cists have provided vital access to care during
the COVID-19 pandemic.'* The clinical phar-
macist practitioner (CPP) is an innovative
and advanced role within the Veterans Health
Administration (VHA), functioning with a
scope of practice and prescribing privileges to
provide direct patient care.”

CPPs are well suited to address the need
for increased access, capacity, and timely pro-
vision of PrEP, especially in areas where HIV
acquisition rates are high or in areas with re-
duced access to care. We describe a model for
a pharmacist-led HIV PrEP program (Pharm-
PrEP) to increase access to PrEP. A similar
program could be adapted to further expand
the use of PrEP in other health care systems
and community settings.

PHARM-PrEP PROGRAM DESCRIPTION
The Veterans Affairs Greater Los Angeles
Healthcare System (VAGLAHCS) provides
health care services at 11 locations in south-
ern California and serves > 86,000 veterans.
VAGLAHCS pharmacy staff includes 33 CPPs
who practice in more than 9 clinical service
lines. HIV PrEP services are available through
the infectious diseases (ID) service for veter-
ans wishing to begin or continue PrEP or for
those identified as high risk. HIV PrEP con-
sultations are placed by the referring HCP
to the ID service for scheduling and evalu-
ation. Prior to implementation of the phar-
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TABLE 1 Preexposure Prophylaxis
Encounters (N = 98)

Appointment types No. (%)
In clinic 69 (70)
Video 13 (13)
Telephone 16 (16)

macist-managed PrEP clinic, 2 ID physician
assistants (PAs) were responsible for PrEP
evaluation, initiation, and follow-up. Each
PA had 1 half-day face-to-face clinic and 1 PA
had an additional half-day telehealth clinic.
About 100 PrEP patients were followed by
the ID group.

In July 2019, through collaboration with
the ID service, a pharmacy PrEP clinic was
created to increase access for veterans to ini-
tiate or continue PrEP. This clinic included
1 ID-trained CPP and 1 postgraduate-year-2
pharmacy resident. The CPP initiates and
monitors veterans for HIV PrEP with pre-
scribing privileges under a defined scope of
practice.

Awareness of this novel service was raised
through in-service training sessions for pri-
mary care and women’s health clinics. Re-
ferrals are generated directly from primary
care practitioners (PCPs) or emergency de-
partment (ED) visits and are accepted on a
continuing basis. Visits with the CPP are con-
ducted in person or through telehealth ser-
vices based on patient preference. Direct CPP
patient care appointments involve a standard-
ized assessment and discussion of patient
HIV transmission risk, a review of social and
sexual history, sexual practices and HIV risk,
clinical evidence of acute HIV or other sex-
ually transmitted infection (STI) symptoms,
follow-up PrEP monitoring requirements,
and counseling on appropriate PrEP use.
CPPs can order laboratory tests, bone densi-
tometry (DEXA scan), immunizations, PrEP,
and STI treatment as required. ID service
physicians are available during CPP visits for
further assessment or consultation. While
initially most visits are conducted in person,
follow-up visits by telehealth or video have
become predominant; most patients prefer
these modalities, citing convenience, flexibil-
ity, and the ability to obtain laboratory tests
in advance. Use of telephone and video is in-
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tended to reduce patient loss to follow-up.

All required baseline laboratory panels for
PrEP monitoring are ordered and interpreted
by the CPP in accordance with CDC guide-
lines.'® These include screening for syphilis,
gonorrhea, and chlamydia; fourth-generation
antibody-antigen HIV tests; renal function;
viral hepatitis; and pregnancy. After review-
ing screening results, the CPP will prescribe
tenofovir disproxil fumarate/emtricitabine
(TDEF/FTC) or tenofovir alafenamide/emtric-
itabine (TAF/FTC) based on individual pa-
tient clinical characteristics, US Food and
Drug Administration—approved labeling, and
VA Pharmacy Benefits Management Crite-
ria for Use. Initial prescriptions are for a 30-
day supply with subsequent prescriptions for
90 days (no refills), providing follow-up HIV
testing is completed.

Follow-up PrEP visits are scheduled about
every 3 months with some overlap to avoid
gaps in medication due to late laboratory
testing or delayed receipt of mailed medica-
tions. The only laboratory testing strictly re-
quired each quarter before PrEP renewal is
HIV and pregnancy testing. Other screen-
ings, including STIs and renal function are
completed at least every 6 months or more
frequently, if indicated, based on individual
risk factors. Hepatitis C antibody testing is
conducted annually if the patient has ongo-
ing risk factors. Treatment of gonorrhea/chla-
mydia and syphilis for patients with positive
test results is also initiated by the CPP, in-
cluding recommending antimicrobial regi-
mens. Additional interventions conducted
as part of the clinic include indicated vacci-
nations (meningococcal, human papilloma-
virus, hepatitis A and B), and DEXA scans.
Collaboration with ID service attendings and
PAs is conducted on an as-needed basis via
direct consultation in the colocated clinic or
through email or messaging.

Periodic surveillance of a local dashboard
of veterans eligible for HIV PrEP is con-
ducted to re-engage veterans in care who
may have been lost to follow-up, along with
periodic review of a local STI dashboard.
These dashboards capture population-based
data to identify patients who may bene-
fit from additional STI screenings as well as
potential candidates for HIV PrEP. Clinicians
can review their patient panel to target indi-
viduals who may be due for specific actions.
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TABLE 2 Characteristics of Veterans Evaluated in
HIV PrEP Program (N = 53)

Characteristics No. (%)

Risk factors
Inconsistent condom use 33 (62)
Multiple sexual partners of unknown HIV status 33 (62)
Men who have sex with men 30 (57)
History of sexually transmitted infection 20 (38)
Bisexuality 13 (25)
Prior use of postexposure prophylaxis 7 (13)
HIV-positive partners 6 (11)
Persons who inject drugs 2 (4)
Commercial sex work 1@

Exposure to PrEP
PrEP-naive 19 (36)
Gap in PrEP treatment 8 (15)
CPP taking over management 18 (34)
CPP covering for another prescriber 8 (15)

Abbreviations: CPP, clinical pharmacy practitioner; PrEP, preexposure prophylaxis.

Patients are identified as needing cotesting if
they screen positive for = 1 STIs but have not
had a concurrent or subsequent full screen-
ing panel (gonorrhea, chlamydia, syphilis,
and HIV). Cotesting for bacterial STIs and
HIV at the time of an encounter has been
promoted to expedite STI identification and
treatment and limit community transmission.
These reports also identify patients who may
be potential candidates for HIV PrEP, based
on a history of positive screenings, frequent
STI testing, recent prescriptions for postex-
posure prophylaxis (PEP) or encounters with
specific International Classification of Diseases
codes associated with high-risk practices.

CLINIC QUALITY OF CARE
From July 2019 to March 2020, 53 veterans
were managed by the pharm-PrEP clinic
in 98 encounters. Seventy percent of en-
counters were inperson (Table 1). We re-
viewed progress notes, laboratory results,
and prescription dispensing to capture pro-
spectively defined data, including specific
indications for PrEP, adherence, adverse ef-
fects, and reasons for discontinuation. The
date of initial visit with the CPP, regardless
of whether the patient had been seen by
another PrEP prescriber in the past, was
considered the baseline visit. Attrition was
defined as loss to follow-up for > 1 month
after the last expected visit date or no-show
to 2 subsequent clinic visits during the
evaluation period.

Baseline information collected included

220 - FEDERAL PRACTITIONER -+ JULY 2023

demographics, documented patient-reported
risk factors, fourth-generation HIV screening
test results, STI status, viral hepatitis serolo-
gies, and renal function test results. Informa-
tion collected every 3 to 6 months included
STI status, fourth-generation HIV screening
test results, renal function test results, adher-
ence to therapy, changes in risk factors, and
prescription refill data. Additional interven-
tions conducted as part of clinic workflow
included DEXA scans, vaccinations, and ac-
tive prescriptions for condoms.

Baseline Characteristics
Pharm-PrEP clinic patients were predom-
inantly male (94%), and a majority indi-
cated White race with a median age of 38
years (range, 24-80). About half of the
clinic users already were receiving PrEP,
36% were PrEP-naive, and 15% restarted
PrEP after a gap in treatment (Table 2).
Veterans referred to the clinic had up to
5 risk factors for PrEP initiation. The most
common risk factors were inconsistent con-
dom use (62%), multiple sexual partners of
unknown HIV status (62%), MSM (57%),
STI history (38%), bisexual partners (25%),
and HIV-positive sexual partners (11%). One
of the 53 individuals referred for PrEP had
no risk factors and did not initiate PrEP. Two
individuals declined initiation of PrEP after
consultation. Twenty six of 53 veterans at
baseline continued their use of PrEP follow-
ing transfer to clinic CPP management; 24 of
27 veterans not currently using PrEP (89%)
started or restarted lapsed PrEP use following
CPP consultation.

HIV and STI Screening

No individuals tested positive for HIV at
baseline (n = 52) or while on PrEP. PrEP
was not renewed for 3 patients that did fol-
low through with HIV testing. The median
number of days an HIV test was completed
prior to initial PrEP and PrEP renewal was
4 days and < 7 days, respectively, both of
which are below the recommended maxi-
mal interval of 7 days, according to CDC
PrEP guidelines. Some postinitiation HIV
testing occurred using a longer interval of
14 days, in accordance with VA National
Criteria for Use of PrEP. This modification
allowed more flexibility as a majority of
PrEP prescriptions are sent to veterans via
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mail. The CPP reviewing HIV test results
was able to expedite the processing and
mailing of PrEP prescriptions if deemed
appropriate, ie, the HIV test was negative.
This approach was not used if a patient had
high-risk exposures without PrEP during
the time between collection of the HIV test
and mailing of the prescription.

STI screening is a vital component of the
Pharm-PrEP clinic and helped identify 4 pa-
tients with gonorrhea/chlamydia at baseline
and 1 with syphilis after initiation of PrEP.
All patients were prescribed antibiotics at the
screening. Los Angeles County has high rates
of STI transmission; thus implementation of
clinic processes allowing the CPP to screen
for STIs, interpret test results, and treat pa-
tients with STIs is vital to limit spread in the
community."’

Selection of PrEP Regimen

The majority of individuals in the cohort
received TDF/FTC for PrEP; TAF/FTC
was restricted to individuals who had doc-
umented renal dysfunction or bone loss
(Table 3). Three of 5 veterans had de-
creased renal function at baseline and were
switched to TDF/FTC by the CPP at the ini-
tial visit, and 3 had osteopenia or other pre-
existing bone pathologies. Both regimens
were well tolerated, with no discontinua-
tions of either medication due to adverse
drug reactions. The median number of days
dispensed during the study period was 90
days (range, 0-282). At baseline, the median
estimation of glomerular filtration rate was
83 mL/min/1.73 m? (range, 53-124); there-
fore, the majority of patients received TDF/
FTC. No clinically significant adverse renal
events were identified.

Six DEXA scans were completed by the
end of the evaluation period and 2 had ab-
normal results. One patient discontinued
TDF/FTC and reinitiated with TAF/FTC. The
other was switched to TAF/FTC 1 month
after initiation.

Follow-Up Visits

The median number of visits per patient
was 2. In accordance with recommended
follow-up intervals, the median time be-
tween visits was 35 days between visits
1 and 2, 60 days between visits 2 and 3,
and 88 days thereafter. In all, 10 veterans
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TABLE 3 PrEP Assessments and Follow-Up Visits

Assessments Results
Clinic visits, No./total (%)

Baseline
HIV 52/53 (98)
Sexually transmitted infection 51/53 (96)

Follow up
First? 9/10 (90)
Second® 9/11 (82)
Third 4/4 (100)

Follow-up visits, median 2
Initial PrEP regimen, No./total (%)

TDF/FTC 45/53 (85)

TAF/FTC 5/53 (9)

Declined treatment 3/53 (6)

PrEP discontinuation, No. (%)

Total 10 (20)
Lost to follow-up 4(8)
Change in risk 3 (6)
Veteran concern for adverse drug reactions 2 (4)
Veteran moved 1(2)

Abbreviations: PrEP, preexposure prophylaxis; TAF/FTC, tenofovir alafenamide/emtricitabine;

TDF/FTC, tenofovir disproxil fumarate/emtricitabine.
aHIV screening not always required at the first follow-up visit.
PHIV screening indicated.

(20%) stopped PrEP: 4 (8%) were lost to
follow-up; 3 (6%) had sustained behavior
changes decreasing their HIV exposure risk;
2 (4%) were concerned about adverse drug
reactions; and 1 (2%) moved out of state.
Even after including those patients with
a decrease in HIV exposure risk who no
longer required PrEP, our 20% discontinu-
ation rate was lower than those reported in
other studies that showed a wide variation
in PrEP discontinuation rates ranging from
33% to 62%.182°

Challenges

Some challenges with the implementation
of the clinic included logistic and opera-
tional barriers, such as developing clinical
pathways and managing workflow to facil-
itate vaccinations or STI treatment for in-
dividuals using video or telehealth services,
as well as encouraging referrals from PCPs.
These challenges were addressed by pro-
viding periodic targeted in-service training
sessions to primary care teams to increase
awareness of the Pharm-PrEP clinic. Col-
laboration with the ID service and ED al-
lowed implementation of a direct pathway
for patients initiated on nonoccupational

JULY 2023 + FEDERAL PRACTITIONER -+ 221



Preexposure Prophylaxis

HIV PEP after a high-risk exposure to be
evaluated for transition to HIV PrEP. This
PEP-2-PrEP pathway was designed to de-
crease barriers to follow-up for high-risk in-
dividuals who had recently received PEP in
the ED. The CPP plays an active, integral
role in managing patient care in the PEP-2-
PrEP pathway.

Pharmacist-Led PrEP Care

The implementation of the VAGLAHCS
Pharm-PrEP clinic demonstrates how CPPs
can expand access and manage HIV PrEP
with high reliability. Key factors for success-
fully integrating CPPs as PrEP prescribers
include identifying physician champions;
using in-services or other training plat-
forms to raise awareness among potential
referring HCPs and stimulate referrals; and
developing processes to identify high-risk
veterans. Also, nontraditional modes of
care, such as video or telehealth appoint-
ments, can increase access and expand the
volume of patient care visits. Such modali-
ties are useful for PrEP management when
combined with a well-defined operational
process for laboratory specimen collection
before appointments. This system is par-
ticularly well suited to increasing access to
PrEP for patients who live in rural or highly
rural areas that are medically underserved
or who have difficulty traveling to a clinical
facility for an in-person visit.

Although community health care orga-
nizations and HCPs face pay barriers not
present in the VHA system, several studies
have demonstrated feasability of pharma-
cist-led clinics in private health care sys-
tems.?'"** Havens and colleagues described
a PrEP program affilitated with an univer-
sity that assessed patient satisfaction and
pharmacist acceptability with this new ser-
vice.?> The results of surveys reported high
patient satisfaction and pharmacist accept-
ability.”> Tung and colleagues described a
PrEP clinic located in a community phar-
macy with the ability to bill for pharma-
cist and laboratory services in addition to
medication costs.** These studies, along
with our findings, demonstrate that CPPs
are well positioned to manage HIV PrEP in
the community. Leveraging the skills and
experience of CPPs to address poor up-
take and access to PrEP should be a cen-
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tral component in achieving the goals of
the Ending the HIV Epidemic initiative,
given that pharmacists are one of the most
accessible groups of HCPs nationally.

Pharmacist prescriptive authority var-
ies across different states and may depend
on collaborative practice agreements, state-
wide protocols, or class-specific prescribing.”
For example, California was among the first
states to authorize initiation and prescrip-
tion of HIV PrEP and PEP by pharmacists
in specified amounts after appropriate train-
ing.*® Nationwide support for similar policies
in the community and within health care sys-
tems will be critical to the successful imple-
mentation and functioning of pharmacy-led
PrEP clinics.

CONCLUSIONS

The success of this Pharm-PrEP clinic was
largely due to a collaborative, interdisci-
plinary effort to implement this new clinic
process and incorporate the CPP into the
general ID outpatient clinic, while allow-
ing flexibility in scheduling and use of dif-
ferent encounter modalities for patients.
Deploying pharmacists as PrEP prescrib-
ers can help health care systems increase
PrEP access and capacity and improve ef-
forts to achieve the goals of the Ending the
HIV Epidemic. This type of program can be
a model for other health care organizations
and systems to implement pharmacy-led
PrEP clinics and expand telehealth modali-
ties to deliver PrEP.
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