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HIV Infection Prevention

Human immunodeficiency virus (HIV) infection prevention strategies have significantly advanced
in recent years, with the introduction of Pre-Exposure Prophylaxis (PrEP) and Post-Exposure
Prophylaxis (PEP) playing a crucial role in reducing the rate of new HIV infections.! PrEP is a
medication therapy that can be taken before any known or anticipated high-risk exposure to HIV.
This includes on-demand PrEP, which is taken orally around the time of potential exposure,
traditional PrEP, which is taken orally daily, and a long-acting injectable, which is injected less
frequently than oral administration. In comparison, PEP is a medication therapy that can be used
after a potential HIV exposure to prevent infection.? Both PrEP and PEP interventions have proven
to be highly effective, but their success depends on timely access to care and high medication
adherence.!

Pharmacists could be uniquely positioned to expand access to these critical prevention tools.
Potentially as one of the most accessible healthcare professionals, pharmacists could be well-
equipped to screen, counsel, and dispense PrEP and PEP, thereby likely bridging care gaps for
underserved communities. Their involvement could help reduce barriers that exist, such as long
wait times for physician appointments, high costs, and stigma-related concerns. Scientific data
support offering integrated HIV care models at an accessible pharmacy; there is data that illustrates
the desire to access care.’ For example, a study conducted within two community pharmacies in
low socioeconomic and high HIV infection rate communities in Atlanta, Georgia showed that of
the 17.6% of the patients who were eligible to receive HIV services, 90.1% percent of them were
amenable to receiving a HIV test at the Pharmacy, and 95.1% of those patients were willing to
screen for PrEP in a Pharmacy.® 83% of the patients who were eligible for HIV services, but had
never taken PrEP, stated that it was because they did not know much about PrEP. 26 % of the
patients listed their reason for never taking PrEP was due to side effects.’

Due to the inadequacies of HIV infection prevention and treatment access in Florida, this paper
explores the evolving role of pharmacists in managing PrEP and PEP. There is increasingly more
scientific evidence that shows PrEP management integrated within a community pharmacy model
has the capability to meet patients’ needs. A study was conducted in Seattle, Washington. In this
study, 90% of patients had a proportion of days covered greater than 80% and no seroconversion
within the service.* Another reason patients might prefer to receive their PrEP therapy and
screenings at a community pharmacy is that it offers less stigma, given the diverse reasons patients
visit pharmacies.® Smaller studies also illustrate additional innovative PrEP therapy services. One
study in Mississippi, which has one of the highest HIV infection rates in the United States (U.S),
explored a rapid PrEP initiation program with placing a pharmacist in a non-clinical facility to treat
predominantly low-income males who are considered black men who have sexual contact with
men (MSM).® This pharmacist was limited to starting the patients on their first prescription of
PrEP, then referred the patient to a clinician for baseline labs and follow-up.® All patients were
prescribed PrEP, with 83% receiving PrEP the same day, and 97% received a prescription within
5 days.® 87% of the patients who received their prescription filled it within 7 days.® Analyzing
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evidence across the country, the evidence consistently suggests that involving pharmacists within
the PrEP or PEP healthcare services increases access and availability for potential patients.

HIV infections vary geographically as well as by race, gender, and sexual orientation/preference.!
These variations cause disparities due to multiple factors.! In 2022, 49% of all new U.S HIV
infections occurred in the southern states. 70% of the new U.S HIV infection rates occurred
amongst men who reported male-to-male sexual interactions, 22% of the infections were amongst
those who reported heterosexual sexual contact, and 7% of the infections were amongst those who
reported that they use recreational injectable drugs.! Of the 37,981 2022 HIV infection rates,
disparities exist amongst a myriad of categories. Hispanic/Latino male to male contact has the
highest amount of infections with 9,374, second to them are Black/African American male to male
contact with 8,831, and White male to male contact with 5,737, then Black/African American
women heterosexual contact with 3,182, then Hispanic/Latino women heterosexual contact with
1,260, then white women with heterosexual contact 1.076.! These disparities suggest that each
demographic has different challenges that will likely require unique innovative approaches to help
decrease each respective HIV infection rate. As of 2024, Florida’s utilization of PrEP is 373 users
per 100 thousand people, which totals 72,865.7 The utilization has increased exponentially since
2012, but still yields a new HIV diagnosis rate of 23 per 100 thousand people.” The data suggest
that the higher the PrEP utilization, the lower the HIV new infection rate.” The 2024 Florida HIV
new infection rate illustrates there is much more work to be done to ensure people have access to
HIV infection prevention methods such as PrEP and PEP.

This paper reviews HIV infection prevention data and methods, and examines how different states,
such as Colorado, have granted pharmacists greater authority in HIV prevention. Additionally, it
will analyze Florida’s most recent legislative changes, particularly Florida State Statute 465.1861,
which enhances pharmacists’ ability to prescribe and dispense medications for HIV infection
prevention.® Understanding these policy shifts is essential to improving public health outcomes
and reducing HIV transmission rates.

State-Level Approaches to Pharmacist Authority in PEP and PrEP

Pharmacists’ role within HIV care is continuously expanding across the U.S. A pharmacist’s ability
to initiate PrEP or PEP independently can be determined in some states by a standing order (written
authorization for PrEP or PEP by a state government official with an MD), a statewide protocol,
or a statute (written law).® Some states, like Oregon and California, have given pharmacists the
authority to distribute oral PrEP without a prescription, administer injectable PrEP, and perform
clinical laboratory improvement amendments (CLIA) waived tests for the prevention, diagnosis,
or treatment.” These advancements aim to increase the accessibility of PrEP and PEP while
eliminating specific barriers like cost. Florida should continue to explore additional avenues that
expand the role of pharmacists in HIV infection prevention.
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Pharmacists are medication experts who contribute to patient care and outcomes.!® Therefore,
statewide protocols in several states have been implemented to optimize care regarding PEP and
PrEP. Florida’s most recent legislative changes regarding PEP, HB 159 went into effect in July of
2024, allowing for licensed pharmacists to screen adults for HIV exposure, make the results
available to the patient, and dispense PEP therapy if appropriate. Through nontraditional
collaborative practice agreements with physicians in the State of Florida, this bill enables licensed
pharmacists to order and dispense PEP. However, this bill also establishes a minimum criterion
that should be met regarding certification to participate in this collaborative effort.® Similarly, in
Colorado SB 16-135 and HB 18-1313 were passed allowing pharmacists to prescribe PEP and
PrEP and increasing collaborative work between the Boards of Medicine, Nursing, and
Pharmacy.!! Moreover, in the State of California, SB 159 was passed in 2019 allowing for
pharmacists to dispense both PEP and PrEP without a physician prescription and prohibited
insurance companies from requiring a prior authorization for PrEP coverage.!?> Moreover, in
Oregon, HB 2958 allowed for a similar policy to be put into effect, authorizing pharmacists to not
only prescribe PEP and PrEP but also to have the legal authority to conduct HIV testing. Through
the efforts of legislation within these states, pharmacists are now allowed to prescribe PEP and or
PrEP as well as manage patients with HI'V, which improves healthcare access, particularly in more
vulnerable healthcare settings where these services may not be accessible to all. '?

State boards of pharmacy, such as Oregon, have developed specific protocols and training
requirements that allow pharmacists to prescribe PEP and PrEP, which consist of a 2-hour
Accreditation Council for Pharmacy Education (ACPE) approved course with subject matter
experts within the state.'* As far as state regulations supporting pharmacist prescribing authority
are concerned, California is a perfect example with SB 159 mandating Medi-Cal to reimburse
pharmacist services provided for PEP and PrEP.!> These regulations are put into effect to not only
support pharmacists and their efforts in managing HIV, but to ensure that pharmacists are
adequately equipped to safely and effectively prescribe PEP and PrEP to all patients who need it.

Florida’s Approach to Pharmacists' Role in HIV Prevention

The Florida Board of Pharmacy requires biennial renewal of pharmacists' practicing licenses, and
at least 30 hours of continuing education (CE) must be completed from a reputable source.
Obtaining certifications in specialty fields (i.e. immunizations, long-acting antipsychotics, or
consulting services) requires additional training in efforts to ensure safe and effective
administration. All pharmacists must complete a one-hour continuing education module on
HIV/AIDS as a part of their initial licensure renewal. Pharmacists are responsible for completing
required continuing education courses not only to maintain licensure, but to improve patient
outcomes. 6
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The management of chronic health conditions such as HIV or AIDS requires a Collaborative
Pharmacy Practice Agreement (CPPA). A CPPA is a formal written agreement in which a physician
provides diagnoses, supervises care, and refers specific patients to a pharmacist to perform
delegated services or tasks within their scope of practice. Pharmacists under a CPPA may order
and evaluate labs as well as initiate, modify, or discontinue patient medication therapy.

A pharmacist certified by the Board of Pharmacy can be eligible to provide services under a CPPA
if they meet the following requirements:

e Completion of a 20-hour course, approved by the Board of Pharmacy, Medicine, and
Orthopedic Medicine
e Active, unencumbered license to practice pharmacy
e [Earned a Doctor of Pharmacy or 5-years of pharmacy experience as a licensed pharmacist
e Maintain $250,000 of liability coverage
e Eight-hour continuing education course addressing Collaborative Pharmacy Practice
Agreement (CPPA) related issues
e Maintain an established system for record-keeping of all patients receiving services for a
period of 5 years from the patient's most recent provision of care.!®
Florida bill CS/CS/HB 159 streamlines the process for pharmacists to obtain certification to order
and dispense post-exposure prophylaxis (PEP) medications under a nontraditional collaborative
practice agreement. Under this bill, licensed pharmacists under a streamlined CPPA are allowed to
screen for HIV exposure, provide screening results, recommend intervention, and dispense HIV
infection prevention medications. To prescribe and dispense PEP alongside a physician, under this
nontraditional CPPA, pharmacists must obtain certification from the Board of Pharmacy, which
includes but is not limited to the following:

e An active, unencumbered license to practice pharmacy
e Engagement in the active practice of pharmacy
e Earned a Doctor of Pharmacy degree from or completed at least 3 years of pharmacy
experience
e Maintain $250,000 of liability coverage
e Completion of a consultation course approved by the Board of Medicine, and the Board of
Osteopathic Medicine (BOOM), which includes competencies in:
o Performance of patient assessments
o Point-of-care testing
o Safe and effective treatment of HIV exposure with HIV infection prevention drug
o Identification of contraindications and comorbidities.!®
A Collaborative Agreement between a pharmacist and physician must outline the following terms
and conditions: HIV screening, and the ordering and dispensing of PEP. Pharmacists and
pharmacies must register with their county health department to obtain certification as an HIV
testing site, as mandated by the requirements for mandatory reporting.!” The streamlined CPPA
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agreement must specify the types of patients eligible for screening or treatment by the pharmacist.
Pharmacists must maintain records of all PEP medications ordered and dispensed under the
agreement and include instructions from the physician for obtaining pertinent medical history
(comorbid conditions, adverse reactions, or contraindications). A protocol and schedule should be
established for the physician partner to oversee the pharmacist’s actions. After treatment, written
recommendations for follow-up with a primary physician are required. This bill expands the role
of pharmacists and increases patient access.

For patients who face barriers to obtaining the appropriate care, pharmacists are advised to develop
an access-to-care plan. This bill requires submission of the access-to-care plan to the Board of
Pharmacy and state Department of Health annually.'®

Implications and Future Directions

As the healthcare landscape continues to evolve, access to critical time-sensitive testing and
treatments seems to be at the forefront. Considering that many evolving treatments use the
injectable route because of its advantages in adherence, onset of action, and bioavailability, the
healthcare field will need to consider pharmacists’ role in administering injectable medications as
testing and treatment continue to advance.'® A good example would be the ability for pharmacists
to engage in administering long-acting injectable PrEP, which could increase access to the life-
saving injectable medication. Currently, pharmacists can administer long-acting injectable
antipsychotics per Florida State Statute 465.1893. In addition to long-acting injectable PrEP,
pharmacists having a broader ability to administer medications could also increase access to test
and treatment for STDs such as chlamydia by injecting intramuscular ceftriaxone.

Although Florida’s new law only allows pharmacists to enter into streamlined collaborative
practice agreements with a primary care provider to provide HIV infection prevention care,
provided they meet all licensure requirements, pharmacies are now required to provide an access-
to-care plan to the Board of Pharmacy and the Department of Health.® The access-to-care plan will
further help patients who lack access to a primary care provider. If the access-to-care plan is used
as intended, it will lead to improved patient outcomes and support the timely initiation of PEP,
which should be administered within 72 hours of HIV exposure.

Conclusion

As the pharmacist’s role continues to expand, they are becoming key players in improving access
to HIV prevention services. Pharmacists are often the most accessible healthcare providers,
especially in underserved communities, and legislative changes across various states have further
empowered them to screen, initiate, and dispense PrEP and PEP. These policy shifts not only
increase pharmacist autonomy but also reduce socioeconomic barriers to care.
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As more states adopt a similar framework, pharmacists are placed at the forefront of improving
patient and societal outcomes. These changes in healthcare are advancing public health and
pharmacy practice.
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