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Dear Ms. Tanden and Mr. Phillips:

The HIV epidemic remains a significant public health challenge in the United States. Approximately 1.2
million people in the U.S. have human immunodeficiency virus (HIV) and over half of people with HIV are
over 50 years old. About 13% of people with HIV do not know they have HIV and need testing.! And,
while progress has been made since 2015, there were an estimated 32,000 new HIV infections in 2021,
with certain groups at a higher risk for HIV, particularly gay, bisexual, and other men who have sex with
men, Black women, transgender women, youth ages 13-24, and people who inject drugs.? Gaps in HIV
testing, prevention, and treatment access tell a quintessential story of health inequity, complicated by
systemic and structural barriers such as racism, stigma, and poverty, slowing efforts to end the HIV
epidemic. Effective prevention and treatment strategies are not reaching people who could benefit the
most. Community-facing and accessible entry points to support testing, prevention, and linkage to care
services must be expanded to better meet people where they live to support effective access with fewer
barriers.

In 2021, only 30% of the 1.2 million people that could benefit from taking pre-exposure prophylaxis
(PrEP) were prescribed it ® with stark disparities, such as only 11% of Blacks and 20% of Hispanic/Latinos
who were recommended for PrEP were prescribed it. To achieve the goals of the National HIV/AIDS
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Strategy, including the Ending the HIV Epidemic in the U.S. initiative by 2030, accelerating expanded
access to HIV prevention and linkage to care services is critical.

Furthermore, rural communities encounter well-documented difficulties accessing care. In 2020, more
than 60 million people lived in rural areas with residents that are generally older and experience worse
health outcomes than urban residents. Rural communities struggle with hospital closures, limited clinical
services, recruiting and retaining providers, insurance coverage, transportation options, and limited
telehealth capabilities.* Adding to this complex healthcare landscape, 80% of counties in the United
States do not have an infectious disease physician, exacerbating challenges in seeking clinical care for
HIV.> This is particularly challenging in the U.S. South region where 53% of new HIV infections occurred
in 2020.° Moreover, 7 of the 10 states that have failed to expand Medicaid are in the U.S. South leading
to larger disparities in coverage, financial protection, and preventive screening compared to states that
have elected to expand Medicaid.”

Finally, racial disparities in HIV diagnoses exist throughout the regions of the U.S., with Black/African
American groups representing the highest rates in the Northeast, Midwest, and South.?

Complicating the story of effectively preventing HIV, sexually transmitted infections are on the rise
across all populations and age groups. In 2019, STI cases in the United States, including chlamydia,
gonorrhea, and syphilis, reached record highs for the sixth consecutive year, with over 2.5 million
reported cases. While the increase in STls is less pronounced among older adults, rates have still risen
significantly over the past decade, with data revealing a more than 2-fold increase in gonorrhea and
chlamydia rates and a 5-fold increase in syphilis rates in persons older than 65 years of age, highlighting
ongoing concerns about STl trends among aging adults.®

Amidst the formidable challenges the U.S. faces in our efforts to end the HIV epidemic, there is a unique
opportunity to expand access to HIV prevention and linkage to care services by utilizing community
pharmacies. Pharmacies are readily available and accessible to a vast majority of the U.S. population,
including those in rural and medically under-served areas. Community pharmacies have extended hours
of operation enhancing accessibility, and as neutral settings, may be less stigmatizing for patients seeking
services. Additionally, estimates suggest that lifetime medical costs for HIV range from the mid-$300,000
to almost $500,000.° Broadening engagement of community pharmacies to provide HIV prevention
services can save lives and save money.

A recent study notes that structural barriers remain a key driver of low uptake of PrEP prescriptions for
Black men who have sex with men, noting that many healthcare facilities are inaccessible to populations
at highest risk for HIV and lack capacity to screen for HIV risk and recommend risk reduction strategies,
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like PrEP.X° Analysis of pharmacy location data, PrEP prescribing locations, and HIV incidence in 2 U.S.
Southern states and 13 counties from 4 other states revealed significant gaps in PrEP prescribing
locations in counties with disproportionately high HIV risk. However, pharmacies were accessible in
these locations.” Estimates are that approximately 250,000 people recommended for PrEP are not
currently in medical care and may benefit from increased entry points to accessing services.!!

There are over 70,000 community pharmacies!? in the United States. 13 People visit pharmacies
significantly more often than their primary care provider, approximately 35 times each year.* These
pharmacies, particularly those located in communities with a disproportionate risk of HIV, offer an
existing infrastructure that is critically needed for expanding HIV prevention and linkage to services. A
2021 analysis identified that 56% of community pharmacies are located in Medically Underserved
Areas/Populations or Health Professional Shortage Areas.™®

The COVID-19 pandemic underscored the significant value of community pharmacies as a crucial
healthcare resource, while highlighting the opportunity for increased collaboration and coordination
across community-based organizations, public health, and the medical care sector to provide testing,
linkage to care, and other preventive services. For many years, pharmacists have demonstrated how they
may help reduce HIV risk, providing testing, prevention services, such as PrEP and post-exposure
prophylaxis (PEP), and linkage to care, drawing from strategies employed during the COVID-19 pandemic.
Additionally, pharmacy based COVID vaccine administration through CDC's retail pharmacy program,
demonstrated results that, where race and ethnicity was identified, 43% of people vaccinated through
the program were from racial and ethnic groups other than non-Hispanic White.'® Vaccine
administration in pharmacies has also dramatically increased with 90% of COVID-19 vaccinations, 60-
70% of annual flu vaccines, and 40-50% of pneumococcal vaccines provided in pharmacies.}’Moreover,
pharmacists continue to be viewed as one of the most trusted professions. A 2021 Gallup poll noted that
63% of respondents ranked pharmacists as having very high honesty and ethics.'® Pharmacists are very
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eager to play a more substantial role in patient care, with 78% identifying their desire to play a greater
role in patient care and 74% of pharmacists identifying their desire to spend more time on patient %

There is a long history of team-based care to support people with HIV and these teams have integrated
a variety of health professionals, including pharmacists. Efforts to expand access to HIV prevention and
linkage to care services through community pharmacies must be implemented in collaboration with the
medical care system, public health, primary care, infectious disease, and behavioral medicine providers,
with clear protocols and communication systems providing a foundation for effective collaborative care
that meets the needs of patients effectively. Additionally, leveraging the existing infrastructure of
community pharmacies provides a critical opportunity to serve as an entry point for care that can
initiate and facilitate the linkage to care services. There is an opportunity to build on this history and
expand community pharmacies to provide prevention services, enhancing the speed and likelihood that
the U.S. will meet the 2030 goals to end the HIV epidemic.

Recommendations

To achieve the goals of the National HIV/AIDS Strategy, including the Ending the HIV Epidemic in the U.S.
initiative’s goal to reduce new HIV infections to less than 3,000 annually by 2030, it will require a whole
of society effort, including United States Government (USG) political and programmatic leadership.
Expanding access to HIV prevention services through delivery of service in community pharmacies, in
collaboration with medical care providers is consistent with several USG stated strategic priorities,
including, but not limited to:

e Department of Health and Human Services (HHS) first strategic goal is to protect and strengthen
equitable access to healthcare, noting the need for expanding equitable access to
comprehensive, community-based, innovative, and culturally competent healthcare services
while addressing social determinants of health. HHS emphasizes the importance of partnerships
for program implementation and rapid linkage to care, specifically for HIV.%°

e Centers for Medicare and Medicaid Services’ (CMS) Strategic Plan priorities, particularly in
improving healthcare access and equity in underserved communities, resonate strongly with
efforts to broaden patient access to HIV prevention services via community-based services
through pharmacies. CMS's commitment to promoting access to high-quality, equitable care in
underserved communities, including rural and frontier communities, Tribal nations, and U.S.
territories, coupled with its dedication to evaluate policies to ensure care is accessible,
strengthen community engagement efforts, and, ensuring affordability, highlights a commitment
to a more inclusive and equitable healthcare system that benefits all individuals.?!

e Health Resources and Services Administration’s (HRSA) Health Workforce Strategic Plan notes
the need for implementing preventive services through interprofessional teams built upon
effective partnerships focused on reducing and eliminating health disparities and ensuring that
scope of practice regulations at the state level support the interdisciplinary team to work at the
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top of their education and training — specifically noting the opportunity for pharmacists to
expand patient care.?

e Centers for Disease Control and Prevention (CDC) identifies pharmacy-based PrEP services as
one of the encouraged high-impact strategies to reduce new infections, noting that prevention
priorities are proven, cost-effective, and scalable interventions that can be delivered in
communities most heavily affected by HIV.?

Recommendation: Accelerate efforts to reduce health inequities by enabling people to access specific
HIV prevention and linkage to care services in their communities from pharmacies

Expanding access to HIV prevention services at pharmacies could significantly increase capacity to reach
communities at disproportionate risk for HIV. As described previously, analysis demonstrates that
pharmacies are accessible in communities with disproportionate HIV risk and limited or no PrEP
prescribing facilities. Leveraging the existing infrastructure of community pharmacies offers
communities, particularly in rural areas and communities at high risk for HIV, a pathway to mitigate
structural barriers to prevention services.

Pharmacists and pharmacies can add value by providing the following HIV-related services:

e HIV Screening: Ordering and administering HIV screening and providing patient consultation.

e PEP/PrEP: Patient assessment and independent providing and filling PEP and PrEP, including oral
medications and long-acting injectable medications.

o Prior to initiation of PrEP, provide counseling and evaluation of patients including on the
efficacy, risk, and benefits of PrEP in addition to assessing for signs and symptoms of
acute HIV infection and other screenings as recommended in the CDC PrEP guidelines.

o Referral and linkage to care services, as needed for identified health needs and follow-up
from PEP and PrEP evaluation.

o Ensuring that a patient can receive PEP within 72 hours of potential exposure is essential
and often challenging. Pharmacists can provide PEP services consistent with CDC
guidelines, including administering necessary tests and providing counseling and linkage
to care follow up.

o Implementing protocol-based services for managing patients receiving PrEP consistent
with CDC Guidelines, including ordering of required STI, HBV and other tests and
counseling and monitoring services. Reactive or indeterminate tests results will be
immediately referred to a medical care provider or public health department.

e Linkage to Care: Rapidly linking any patients to care with medical care providers, including
infectious disease, primary care, nephrology, and/or other specialties as needed; or referral to
public health departments.

o Pharmacies will have prior established formal relationships between medical care
providers and/or health departments to ensure rapid linkage to care.

e Medication administration and adherence: Ensure timely dispensing of anti-retroviral therapies
(ARV) and adherence counseling.

o ldentification of patients who have stopped filling ARV and intervention implementation
with medical providers and health departments to re-engage persons to care.
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o Processing, dispensing, and receiving reimbursement for HIV prevention or treatment
medications, without restriction to only specialty pharmacies.
e Overdose prevention services: 1 in 10 HIV infections are injection drug-use related. Pharmacies
may distribute sterile injection equipment, naloxone, and provide safe disposal services.

To realize the vision for expanded HIV prevention and linkage to care services, we recommend the
following strategies to support a payment and implementation pathway to sustain services in
communities that have limited access to services.

Recommended Strategy: Issue Executive Order directing HHS to expand access to HIV prevention and
linkage to care services through community pharmacies, including the implementation of policy
modifications to provide payment for pharmacist services by January 1, 2025.

While there is great opportunity to expand nationwide access to HIV services through community
pharmacies, there are policy challenges that need to be addressed to help ensure services can be
sustained and implemented collaboratively with medical care partners. Several policy, system, and
regulatory barriers must be addressed at different levels of government to fully realize the potential of
pharmacy-based HIV services. There is an opportunity to accelerate the success of federal HIV programs,
particularly with Medicaid and Medicare populations, by modifying regulations to better serve patients
through community pharmacies. Additionally, CMS can issue state Medicaid guidance to encourage and
incentivize states to expand access to community pharmacy-based HIV prevention and treatment
services, with authority and payment policies addressed.

While state policies primarily define the scope of pharmacists' services, both federal and state policy
dictate patient coverage and reimbursement for pharmacist provided services. Without authority for
pharmacists to be designated as a qualified health professional provider, patient access to HIV services
shall remain limited and federal policy change is needed to support covered access to pharmacists’
services as part of collaborative team-based care that integrates the pharmacist.

Federal policy changes to ensure payment for pharmacists’ services, beyond the administration of
immunizations and dispensing medication, will help community pharmacies sustainably scale up HIV
prevention programs. Such programs may require expanding:

e physical space to facilitate screening and counseling,

e pharmacist capacity with adequate time for refresher training and education,

e engagement of pharmacy technicians and/or patient navigation staff to support expanded
services, and

e collaborations with medical care systems to ensure efficient linkage to care.

With the White House direction, HHS can examine various policy and programmatic pathways to create
solutions that can expand access to HIV prevention services in community pharmacies that are working
in collaboration with medical care providers/systems.

Recommendation Strategy: Issue revised federal Affordable Care Act (ACA) CMS implementation
guidelines and the Medicare Benefit Policy Manual to expand coverage of HIV preventive services to
include those services provided by community pharmacies by January 1, 2025.

With few exceptions, pharmacies do not have a policy pathway for payment of HIV prevention and
linkage to care services. Payors often limit reimbursement to dispensing HIV-related medications.



Furthermore, the complexity of state scope of practice policies, which vary from state to state, create a
patchwork of policies and may impede pharmacists’ ability to follow care guidelines. Without policies
that ensure payment for pharmacists’ services, limitations will remain in unlocking increased access to
care and improving long-standing health inequities. Pharmacists should be provided the broadest
authority, consistent with their training, to deliver and administer HIV prevention and linkage to care
services and receive payment for those services.

HHS should examine opportunities for pharmacists/pharmacies to provide and receive payment for HIV
prevention services through an innovative waiver that enables pharmacies to provide services through
modified direct supervision, leveraging audio and video technology so pharmacists do not have to be in
the same physical space of a physician under the incident to provision. In addition to leveraging the
incident to pathway, other pathways may also warrant consideration to support feasible and efficient
implementation. Pharmacists/pharmacies should be able to serve new patients and established patients,
particularly since the pharmacy will likely be an entry point for bringing a person into care. Pharmacies
will have access to a collaborative referral network and communication system with medical practices to
ensure patients are provided necessary support. These established relationships will provide pathways
for any necessary consultations with a physician and for reimbursement through the medical benefit
process for services provided by the pharmacist.

Precedent has been established with waiving the direct supervision requirement to allow for “virtual
presence” during the COVID-19 response and CMS has amended the direct supervision requirement
under the incident to billing regulation to allow for behavioral health services to be general and not
direct supervision in addition to COVID testing arrangement. There have also been exceptions made for
services related to chronic condition management and physical therapy.?* Additionally, in 2023 CMS
began a Medicare national coverage determination process for PrEP to prevent HIV infection. Ensuring
the final national coverage determination explicitly provides that PrEP preventive services provided by
community pharmacies are covered under Medicare is necessary.?

Additionally, we recommend examining the Affordable Care Act Guidance that addresses
implementation of preventive services aligned with coverage and no cost sharing for USPSTF Grade A
and B services?® as a mechanism to provide coverage for pharmacy-based services for HIV screening and
PrEP, both Grade A rating services. For instance, CMS describes various provisions of the ACA and
prepared FAQs to provide more clarity on the implementing regulations to allow plans and issuers to use
reasonable medical management techniques to determine “the frequency, method, treatment, or
setting for a recommended prevention item or service.”?” Revising ACA implementation guidance to
expand the interpretation of the setting to include pharmacies as providers of preventive services will
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ensure that patients with commercial insurance, Medicare, or Medicaid could receive HIV screening and
PrEP care services without cost sharing.

Finally, the revised policies should include guidance that reimbursement fees are reasonable and
consistent with a mid-level practitioner rate and consistently applied across the U.S.

Recommendation Strategy: Direct HHS to convene a task force including HIV advocates, patient
advocates, pharmacy leaders, HIV clinical providers, medical association leaders, and public health
leaders to develop recommendations on implementation best practices for HIV prevention and linkage
to care services in community pharmacies.

To effectively expand access to HIV prevention services in community pharmacies, several
implementation strategies should be addressed to ensure patients will have the best experience
possible, pharmacists’ capacity meets the needs of the community, and stronger collaborations are
forged to reach communities most effectively. These implementation topics can be addressed
collaboratively with leaders across government, clinical care, public health, patient advocacy, and
pharmacy and will be able to build on the success of community-based HIV services and pharmacy
practices. Some of the topics to proactively address may include:

e Confidentiality and privacy: Ensuring adherence to patient confidentiality protocols and
establishing practices that enable patients to be comfortable discussing sensitive healthcare
matters.

e Stigma: Developing and implementing communication campaigns to normalize receiving services
in pharmacy locations and educating patients, fostering a welcome and inclusive environment.

e Training: Identifying standard guidelines for pharmacist training, encompassing HIV prevention
and linkage to care services, as well as strategies to combat stigma. Several pharmacist training
programs?® have already been developed covering sexual health, STI management, and HIV
prevention services that provide an established repository of materials.

e Communication connectivity: Identifying existing communication systems that can be leveraged
to support collaboration between public health, pharmacy, medical care, and community
organizations in the care of patients, to fulfill public health reporting requirements, and to
provide pharmacies the ability to bill for services through medical benefit systems.

e Timed Studies: Validating the amount of time for pharmacists to provide HIV prevention services
provides important information for implementation practices and influences reimbursement
rates.

e Routine testing: Identifying patient-friendly and accessible testing for Guidelines-recommended
tests aligned with HIV prevention services.

If you have any questions or require additional information, please contact Noelle Esquire, U.S. Portfolio
Lead at the Elton John AIDS Foundation, at Noelle.Esquire@eltonjohnaidsfoundation.org.
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Michael D. Hogue, PharmD, FAPhA, FNAP, FFIP
Executive Vice President and Chief Executive
Officer

American Pharmacists Association

Greg Millett
Director of Public Policy
amfAR

Kevin DeMass
President & Chief Executive Officer
Apothecary Shoppe, Inc.

Michael Yount
Chief Executive Officer
Avita Care Solutions

Melissa Schulman

Senior Vice President, Government & Public
Affairs

CVS Health

Katie Rutherford
Executive Director
Frannie Peabody Center

Ramin Bastani
Chief Executive Officer
Healthvana

Michelle Cespedes, MD MS
Chair
HIV Medicine Association

Carl Schmid
Executive Director
HIV+Hepatitis Policy Institute

Tristan Schukraft
Chief Executive Officer & Founder
MISTR

James York
Chief Commercial Officer
Molecular Testing Labs

Eric Strafel
Chief Executive Officer
Molecular Testing Labs

Stephen Lee
Executive Director
NASTAD

Lemrey “Al” Carter
Executive Director
National Association of Boards of Pharmacy

Steven C. Anderson, FASAE, CAE, IOM
President and Chief Executive Officer
National Association of Chain Drug Stores

Ronna Hauser

Senior Vice President, Policy and Pharmacy
Affairs

National Community Pharmacists Association

Yolanda Lawson, MD
President
National Medical Association

Frank North, PharmD, MPA, DPLA, DASPL
President
National Pharmaceutical Association

Will Ramirez
Director of Public Policy and Advocacy
Southern AIDS Coalition

Chuck Greener

Senior Vice President and Global Chief Public
Affairs Officers

Walgreens



