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BILL: Senate Bill 246 - Public Health - Nonoccupational Postexposure Prophylaxis
(nPEP) Standing Order Program - Establishment

DATE: January 30, 2024

POSITION: FAVORABLE

COMMITTEE: Finance

CONTACT: Jaden Farris | jaden@annapolispride.org

Annapolis Pride’s mission is to advocate for, empower, and celebrate the LGBTQ+
community in Anne Arundel County to live fully and authentically. Our vision is a safe,
equitable, and anti-racist community where people of all identities thrive.

As such, Annapolis Pride supports Senate Bill 246, which is a crucial step towards
strengthening public health efforts in Maryland. While PEP significantly decreases the
risk of contracting HIV if administered within 72 hours, with the greatest efficacy within
the first few hours, access barriers and long emergency room wait times hinder timely
administration. '

Additionally, the nPEP Standing Order Program authorizing pharmacists and healthcare
providers to dispense PEP without requiring a prescription. This legislation makes this
lifesaving medication available in more convenient locations, such as pharmacies and
community health centers. This will significantly reduce wait times and make PEP
accessible to individuals who might otherwise struggle to reach a medical provider
withing the crucial 72-hour window.

Accordingly, Annapolis Pride respectfully requests a favorable committee report on
Senate Bill 246.

" DeHaan E, McGowan JP, Fine SM, et al. PEP to Prevent HIV Infection [Internet].
Baltimore (MD): Johns Hopkins University; 2022 Aug 11. Available from:

https://www.ncbi.nlm.nih.gov/books/NBK 562734/
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Annapolis Pride’s mission is to advocate for, empower, and celebrate the LGBTQ+
community in Anne Arundel County to live fully and authentically. Our vision is a safe,
equitable, and anti-racist community where people of all identities thrive.

As such, Annapolis Pride supports Senate Bill 246, which is a crucial step towards
strengthening public health efforts in Maryland. While PEP significantly decreases the
risk of contracting HIV if administered within 72 hours, with the greatest efficacy within
the first few hours, access barriers and long emergency room wait times hinder timely
administration. '

Additionally, the nPEP Standing Order Program authorizing pharmacists and healthcare
providers to dispense PEP without requiring a prescription. This legislation makes this
lifesaving medication available in more convenient locations, such as pharmacies and
community health centers. This will significantly reduce wait times and make PEP
accessible to individuals who might otherwise struggle to reach a medical provider
withing the crucial 72-hour window.

Accordingly, Annapolis Pride respectfully requests a favorable committee report on
Senate Bill 246.

" DeHaan E, McGowan JP, Fine SM, et al. PEP to Prevent HIV Infection [Internet].
Baltimore (MD): Johns Hopkins University; 2022 Aug 11. Available from:
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&Maryland

DEPARTMENT OF HEALTH

Wes Moore, Governor - Aruna Miller, Lt. Governor - Laura Herrera Scott, M.D., M.P.H., Secretary

January 30, 2024

The Honorable Pamela Beidle
Chair, Finance Committee

3 East Miller Senate Office Building
Annapolis, MD 21401-1991

RE: SB 246 — Public Health - Nonoccupational Postexposure Prophylaxis (nPEP) Standing
Order Program - Establishment — Letter of Support

Dear Chair Beidle:

The Maryland Department of Health respectfully submits this letter of support for SB 246 —
Public Health - Nonoccupational Postexposure Prophylaxis (nPEP) Standing Order Program -
Establishment. The nPEP Standing Order Program provides for dispensing of nPEP by Maryland
pharmacists to individuals at risk of contracting human immunodeficiency virus (HIV) following
isolated sexual, injection drug use, or other nonoccupational HIV exposure. As of September
2023, pharmacists in 17 states have some degree of authority to provide nPEP to their patients'.

nPEP is a 28-day course of three antiretroviral medications that can be taken after a sexual
encounter or the sharing of injection equipment that results in a potential exposure to HIV. The
primary barriers of nPEP uptake have been awareness by providers and patients and timely
access. Studies indicate that when taken within 72 hours of exposure, nPEP is associated with an
80% decrease in the risk of transmission of HIV.? However, the efficacy of nPEP decreases by
the hour and is ineffective 72 hours post exposure. Since 2005, the Centers for Disease Control
and Prevention (CDC) has issued guidance for the provision of nPEP and the medications have
been proven cost-effective and well tolerated.

Under SB 246, Maryland residents and visitors will be able to access nPEP directly from a
pharmacist. This expanded access would increase utilization of nPEP and significantly decrease

L pharmacists Expand Access to PrEP in 17 States. Sonjia Collins. Available from the American Pharmacist
Association website.

2 cardo DM, Culver DH, Ciesielski CA, et al. A case-control study of HIV seroconversion in health care workers after
percutaneous exposure. N Engl J Med. 1997; 337: 1485-1490. Available online at:
https://www.nejm.org/doi/full/10.1056/NEJM199711203372101; Smith DK, Grohskopf LA, Black R/, et al.:
Antiretroviral postexposure prophylaxis after sexual, injection-drug use, or other nonoccupational exposure to HIV
in the United States: recommendations from the U.S. Department of Health and Human Services. MMWR
Recomm. Rep. 2005;54(RR-2):1-20. Available online at:
https://www.cdc.gov/mmwr/preview/mmwrhtml/rr5402al.htm

201 W. Preston Street - Baltimore, MD 21201 - health.maryland.gov - Toll Free: 1-877-463-3464 - Deaf and Hard of Hearing Use Relay
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https://www.nejm.org/doi/full/10.1056/NEJM199711203372101
https://www.cdc.gov/mmwr/preview/mmwrhtml/rr5402a1.htm

potential new HIV infections, as prompt use is integral to nPEP efficacy.

Further, the nPEP Program will position Maryland as a leader in achieving the goals outlined in
the US Department of Health and Human Services “Ending the HIV Epidemic in the United
States.” This federal initiative addresses the ongoing HIV public health crisis by leveraging data
and tools available to reduce new HIV infections in the US by 90 percent by 2030.°

The Department notes that increasing access to nPEP in Maryland would amplify the
effectiveness of our primary prevention strategies, which include condom use and drug-user
health programs. MDH would continue to encourage the use of pre-exposure prophylaxis (PrEP),
but would increase awareness of nPEP as a secondary emergency measure should a primary
prophylactic measure fail.

Leveraging the expertise of pharmacists to dispense nPEP promptly bridges a vital

gap in the emergency response to potential HIV exposures among Marylanders made most
vulnerable by their lack of access to care. This bill does not diminish the role of physicians;
instead, it enhances the overall healthcare system's responsiveness and effectiveness in dealing
with HIV emergencies. The collaborative nature of the nPEP Standing Order Program, designed
within the bounds of the Department’s established authority and with rigorous safeguards and
protocols, ensures that pharmacists work in tandem with the Department, healthcare providers,
and communities to deliver not just immediate care, but also a pathway to ongoing,
comprehensive treatment and support.

The nPEP Standing Order Program would be another tool to reduce new HIV infections,
address health disparities, and move Maryland closer to the goal of ending the HIV
epidemic in our state.

If you would like to discuss this further, please do not hesitate to contact Sarah Case-Herron,
Director of Governmental Affairs at sarah.case-herron@maryland.gov.

Sincerely,

(L e

Laura Herrera Scott, M.D., M.P.H.
Secretary

3 Ending the HIV Epidemic in the United States.US Department of Health and Human Services. Available online at:
https://www.hiv.gov/federal-response/ending-the-hiv-epidemic/overview/
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2024 SESSION
POSITION PAPER
BILL: SB 246 — Public Health — Nonoccupational Postexposure Prophylaxis (nPEP)
Standing Order Program — Establishment
COMMITTEE: Senate — Finance Committee

POSITION: Letter of Support

BILL ANALYSIS: SB 246 establishes the Nonoccupational Postexposure Prophylaxis (nPEP)
Standing Order Program. The program allows authorized pharmacists to dispense
nPEP, a medication to reduce the risk of contracting HIV after potential exposure,
following CDC guidelines and in accordance with a standing order. The Maryland
Department of Health (MDH) is tasked with adopting regulations and establishing
guidelines for participant entities. Pharmacists registered with the program must
screen patients, determine eligibility based on CDC Guidelines, provide nPEP
when appropriate, and notify or refer to primary care services.

POSITION RATIONALE: The Maryland Association of County Health Officers (MACHO) strongly supports
SB 246. Improving access to nPEP, a drug known to effectively prevent HIV infection following exposure, will
decrease the HIV burden in Maryland and disparities in new HIV infections. MACHO supports Maryland
joining twelve other states (Arkansas, California, Colorado, Illinois, Maine, Nevada, New Mexico, New York,
North Carolina, Oregon, Utah, and Virginia) in authorizing pharmacists to dispense nPEP to eligible residents.’

HIV nPEP is highly effective in preventing HIV infection if it is administered within 72 hours of potential
exposure. In fact, nPEP is more effective the sooner it is administered following exposure.? Accessing nPEP

through the traditional medical system can be challenging due to limited hours, difficulty getting appointments,
and challenges with transportation. Community pharmacies are highly accessible; 90% of the U.S. population
lives within 5 minutes of a pharmacy.> Many pharmacies have extended hours beyond those of the traditional
medical system, making them well-positioned to administer nPEP, a highly time-sensitive treatment. Local
health departments are also uniquely positioned in their communities to be trusted places for this important
medical care.

Access to nPEP is also an equity issue. In Maryland, over 30,000 people are living with HIV, and there were 751
new HIV diagnoses in 2022.* Over 90% of new HIV cases in Maryland in 2022 occurred among racial/ethnic
minorities.” Minority populations experience significant barriers to accessing the traditional

615 North Wolfe Street, Room E 2530 // Baltimore, Maryland 21205 // 410-937-1433

! National Alliance of State and Territorial AIDS Directors, Pharmacist Authority to Initiate PrEP & PEP and Participate
in Collaboratlve Practice Agreements August 10, 2023

3 Berenbrok et. al. Access to community pharmaczes A nattonwzde geogmphzc mformatton systems cross—sectlonal
analysis. Journal of the American Pharmacists Association. reg/10.101 2022.07

4 Maryland Department of Health, Center for HIV Surveillance, Epldemlology and Evaluation, Quick Maryland HIV
Statistics.

3 Maryland Department of Health, Center for HIV Surveillance, Epidemiology and Evaluation, HIV In Maryland, 2022.

Updated September 2023. https:/health.maryland.gov/phpa/OIDEOR/CHSE/pages/statistics.aspx
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healthcare system in comparison to non-Hispanic white residents.® Allowing pharmacists to dispense nPEP will
help reduce barriers to accessing timely treatment, ultimately, improving health equity.

MACHO supports MDH’s efforts to ensure pharmacists provide nPEP while remaining connected to the
traditional doctor-patient relationship. SB 246 includes requirements for pharmacists to notify the patient’s
primary care provider after dispensing nPEP. If the patient does not have a primary care provider, the pharmacist
must provide a list of primary care providers and clinics for follow up within the traditional medical system.
This will help assure quality and continuance of care for the patient.

For these reasons, MACHO submits this LOS for the Committee’s consideration on SB 246. For more
information, please contact Ruth Maiorana, Executive Director, MACHO, at rmaioral@jhu.edu or
410-937-1433. This communication reflects the position of MACHO.

¢ The Commonwealth Fund, Achieving Rachial and Ethnic Equity in U.S. Health Care. November 18, 2021.
https://www.commonwealthfund.org/publications/scorecard/202 1/nov/achieving-racial-ethnic-equity-us-health-care-state-p
erformance
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THE PRINCE GEORGE’S COUNTY GOVERNMENT

OFFICE OF THE COUNTY EXECUTIVE

BILL: Senate Bill 246 — Public Health - Nonoccupational
Postexposure Prophylaxis (nPEP) Standing Order
Program — Establishment

SPONSOR: Chair, Finance Committee (By Request -
Departmental — Health)

HEARING DATE: January 30, 2024

COMMITTEE: Finance

CONTACT: Intergovernmental Affairs Office, 301-780-8411

POSITION: SUPPORT

The Office of the Prince George’s County Executive SUPPORTS Senate Bill 246,
which establishes establishes the Nonoccupational Postexposure Prophylaxis
(nPEP) Standing Order Program. The program allows authorized pharmacists to
dispense nPEP, a medication to reduce the risk of contracting HIV after potential
exposure, following CDC guidelines and in accordance with a standing order.

Improving access to nPEP, a drug known to effectively prevent HIV infection
following exposure, will decrease the HIV burden in Maryland and reduce disparities
in new infections. Prince George’s County supports Maryland joining twelve other
states (Arkansas, California, Colorado, Illinois, Maine, Nevada, New Mexico, New
York, North Carolina, Oregon, Utah, and Virginia) in authorizing pharmacists to
dispense nPEP to eligible residents.!?

HIV nPEP is highly effective in preventing HIV infection if it is
administered within 72 hours of potential exposure. In fact, nPEP is more
effective the sooner it is administered following exposure.? Accessing nPEP through
the traditional medical system can be challenging due to limited hours, difficulty
getting appointments, and challenges with transportation. In contrast, community
pharmacies are highly accessible; 90% of the U.S. population lives within 5 minutes

! National Alliance of State and Territorial AIDS Directors, Pharmacist Authority to Initiate PrEP & PEP and
Participate in Collaborative Practice Agreements. August 10, 2023. https://nastad.org/resources/pharmacist-
authority-initiate-prep-pep-and-participate-collaborative-practice-agreements

2 US Department of Health & Human Services, Post-Exposure Prophylaxis. Updated November 15, 2023.
https://www.hiv.gov/hiv-basics/hiv-prevention/using-hiv-medication-to-reduce-risk/post-exposure-prophylaxis/

47 STATE CIRCLE, SUITE 102 ¢ ANNAPOLIS, MD 21401


https://nastad.org/resources/pharmacist-authority-initiate-prep-pep-and-participate-collaborative-practice-agreements
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of a pharmacy.? Many pharmacies have extended hours beyond those of the
traditional medical system, making them well-positioned to administer nPEP, a
highly time-sensitive treatment.

Access to nPEP is also an equity issue. In Prince George’s County, over 8,000 people
are living with HIV, and there were 258 new HIV diagnoses in 2022.4 Over 90% of
new HIV cases in Maryland in 2022 occurred among racial/ethnic minorities.?
Minority populations experience significant barriers to accessing the traditional
healthcare system in comparison to non-Hispanic white residents.® Allowing
pharmacists to dispense nPEP will help reduce barriers to accessing timely
treatment, ultimately, improving health equity.

Prince George’s County commends MDH’s efforts to ensure pharmacists provide
nPEP while remaining connected to the traditional doctor-patient relationship.
Senate Bill 246 includes requirements for pharmacists to notify the patient’s primary
care provider after dispensing nPEP. If the patient does not have a primary care
provider, the pharmacist must provide a list of primary care providers and clinics for
follow-up within the traditional medical system. This will help ensure quality and
continuity of care for the patient.

For the reasons stated above, the Office of the Prince George’s County Executive
SUPPORTS Senate Bill 246 and asks for a FAVORABLE report.

3 Berenbrok et. al. Access to community pharmacies: A nationwide geographic information systems cross-sectional
analysis. Journal of the American Pharmacists Association. Attps.//doi.org/10.1016/i.japh.2022.07.003

4 Maryland Department of Health, Center for HIV Surveillance, Epidemiology and Evaluation, HIV Priority
Populations. 2022.
https://public.tableau.com/app/profile/maryland.department.of.health.hiv.surveillance/viz/MarylandHIVPriorityPopu
lations/Dashboard1

> Maryland Department of Health, Center for HIV Surveillance, Epidemiology and Evaluation, HIV In Maryland,
2022. Updated September 2023. https://health.maryland.gov/phpa/OIDEOR/CHSE/pages/statistics.aspx

¢ The Commonwealth Fund, Achieving Rachial and Ethnic Equity in U.S. Health Care. November 18, 2021.
https://www.commonwealthfund.org/publications/scorecard/202 1/nov/achieving-racial-ethnic-equity-us-health-care-
state-performance

47 STATE CIRCLE, SUITE 102 ¢ ANNAPOLIS, MD 21401
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AFFILIATE OF
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of NURSE-MIDWIVES
With women, for & lilfetime
Committee: Senate Finance Committee
Bill Number: SB 246
Title: Public Health - Nonoccupational Postexposure Prophylaxis (nPEP) Standing
Order Program - Establishment
Hearing Date: January 30, 2024
Position: Support

The Maryland Affiliate of the American College of Nurse Midwives (ACNM) supports Senate Bill
246 — Public Health - Nonoccupational Postexposure Prophylaxis (nPEP) Standing Order Program -
Establishment. This bill establishes the nPEP Standing Order Program to authorize pharmacists and
health care providers to prescribe or dispense nPEP.

PEP, a form of nPEP, is a short-term treatment that must be started as soon as possible after
high-risk non-occupational exposure to HIV. With such a narrow window of time, we must develop
innovative ways to ensure people who are high-risk can more easily access PEP. Under our current laws,
the individual must see a provider for a prescription, which often requires waiting for an appointment
and navigating the health care system. Under this bill, pharmacists and non-clinicians could dispense
PEP to an individual directly through a written agreement with a prescriber. As a result, outreach and
mobile programs could dispense PEP when identifying someone at risk and then link them to the health

care system.

With almost 800 newly diagnosed cases of HIV in Maryland in 2021 (the latest year where
information is available), we need new public health approaches to disease prevention." We ask for a
favorable report. If we can provide any additional information, please contact Robyn Elliott at
relliott@policypartners.net or (443) 926-3443.

"https://www.cdc.gov/hiv/basics/statistics.html
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Committee: Senate Finance Committee

Maryland Community Health System

Bill: Senate Bill 246 — Public Health - Nonoccupational Postexposure Prophylaxis
(nPEP) Standing Order Program - Establishment

Hearing Date: January 30, 2024

Position: Support

Maryland Community Health System (MCHS) supports Senate Bill 246 — Public Health -
Nonoccupational Postexposure Prophylaxis (nPEP) Standing Order Program - Establishment. This bill
establishes the nPEP Standing Order Program to authorize pharmacists and health care providers to
prescribe or dispense nPEP.

nPEP is a short-term treatment that must be started as soon as possible after high-risk non-
occupational exposure to an infectious agent, such as HIV. Maryland Community Health System is a
network of federally qualified health centers, we regularly serve those with heightened risk of
contracting HIV regardless of ability to pay, making the MCHS network potential sites for nPEP delivery.
Standing orders are regularly used by health care providers to streamline workflow and effectively
increase patient access to healthcare. Passage of House Bill 127 will provide our staff a much needed
resource for patients to gain access to this time-sensitive treatment.

According to the CDC, there were nearly 800 people newly infected with HIV in Maryland in
2021." We ask for a favorable report on this legislation, as it will provide Maryland with another public
health tool to lower HIV rages. If we can be helpful in any way, please let us know by contacting Robyn
Elliott at relliott@policypartners.net.

Thttps://www.cdc.gov/hiv/basics/statistics.html
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MARYLAND NURSES ASSOCIATION

Committee: Senate Finance Committee

Bill Number: Senate Bill 246 — Public Health - Nonoccupational Postexposure Prophylaxis

(nPEP) Standing Order Program - Establishment

Hearing Date: January 30, 2024

Position: Support

The Maryland Nurses Association (MNA) supports Senate Bill 246 — Public Health -
Nonoccupational Postexposure Prophylaxis (nPEP) Standing Order Program - Establishment. This bill
establishes the nPEP Standing Order Program to authorize pharmacists and non-clinicians to dispense
nPEP under written orders with a prescriber.

Maryland continues to experience too-high rate of infections for HIV. In 2021, 749 new people
were diagnosed with HIV.. Under the bill, the Marland Department of Health (MDH) is proposing a a
public health strategy to reach more people with nPEP in time to reduce their risk on contracting HIV. It
can take too long for at-risk individuals to obtain nPEP if they have to obtain appointments with
providers. The bill will allow pharmacists and community programs to dispense nPEP to individuals who
have been exposed to HIV and then link them to the health care system for follow-up care.

We ask for a favorable report. If we can provide any additional information, please contact
Robyn Elliott at relliott@policypartners.net or (443) 926-3443.

" https://www.cdc.gov/hiv/basics/statistics.html
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Committee: Senate Finance Committee
Bill number: Senate Bill 246 - Public Health - Nonoccupational Postexposure

Prophylaxis (nPEP) Standing Order Program - Establishment
Hearing Date: January 30, 2024

Position: Support

The Women’s Law Center of Maryland supports Senate Bill 246 — Public Health —
Nonoccupational Postexposure Prophylaxis (nPEP) Standing Order Program — Establishment. If
enacted, the legislation would remove barriers for people obtaining PEP, an essential
medication that reduces the risk of HIV infection. Increased access to PEP is critical for
survivors of sexual assault and domestic violence, as they are at heightened risk for HIV.

Under Maryland’s current law, individuals can only obtain PEP through a prescription
from a prescriber. When people are marginalized from the health care system, this
requirement can be an almost insurmountable barrier to obtaining timely medication. PEP
must be taken within 72 hours of HIV exposure to be effective.

The legislation would remove barriers to PEP by allowing pharmacists and non-clinicians
in community programs to dispense PEP under a standing order. A standing order is a written
agreement between a prescriber and other individual to dispense medication. This
arrangement would allow an individual to obtain PEP from a pharmacy or a community-based
program, including mobile crisis clinics. The individuals would then also be linked to a health
care provider for ongoing services.

We ask for a favorable report. If any further information would be helpful, please
contact Robyn Elliott at relliott@policypartners.net.
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Date: January 30, 2024

To: The Honorable Pamela Beidle, Chair

From: Aliyah N. Horton, FASAE, CAE, Executive Director, MPhA, 240-688-7808

Cc: Senate, Finance Committee

Re: SUPPORT WITH AMENDMENT - SB246 - Public Health - Nonoccupational Postexposure
Prophylaxis (nPEP) Standing Order Program - Establishment

The Maryland Pharmacists Association (MPhA) largely supports the passage of SB 246, which would authorize
pharmacists to dispense HIV post-exposure prophylaxis (PEP) medications under a statewide standing order. HIV PEP
medication is emergency medication and must be utilized within the required 72-hour window after possible
exposure. The process outlined in the bill would improve access to HIV PEP and support greater patient connections
to state HIV education, care prevention and support resources.

CURRENT PROCESS PROPOSED PROCESS

Patient visits urgent care, ER or seeks primary care physician Patient visits pharmacy within 72

appointment within the first 72 hours of exposure hours of exposure

Physician writes prescription Pharmacist screens and may
dispenses PEP via standing order

Patient visits pharmacist to get prescription filled Provides counseling and bridge to
MDH support

Pharmacist counsels and dispenses PEP

e According to HIV.gov “while new HIV diagnoses have declined significantly from their peak, progress on
further reducing them has stalled with an estimated 40,000 Americans being newly diagnosed each year.
Without intervention another 400,000 Americans will be newly diagnosed over 10 years despite the
available tools to prevent infections.”

e Maryland has been ranked 12th among states and territories in adult/adolescent HIV diagnosis rates (per
100,000) in 2021. The Department of Health shows the highest rates are seen in Prince George’s County
and Baltimore City, next highest rates are in the rural counties of Western Maryland, Eastern Shore, and
Southern Maryland.

o Nationally efforts have identified, 48 counties in the US as having the highest HIV burden in the United
States - Montgomery and Prince Georges County and Baltimore City are included in that number.

e Pharmacists are a resource available to Marylanders, as they can assist in preventing the spread of HIV
and reduce longer-term healthcare costs by serving as an immediate community intervention point.

e Pharmacies offer stigma-free access to HIV prevention medications and linkage to care services in
communities that face the highest risk (rural, low-income, sexual assault victims, intravenous drug users).

e Lifetime medical costs for HIV are estimated to range from the mid-$300,000 to almost $500,000 per
person.

Maryland Pharmacists Association | 10440 Little Patuxent Parkway, Suite 300 | Columbia, Maryland 21044 | 443-583-8000 | 443-583-8006 fax

www.marylandpharmacist.org
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o The Standing order allows the State Health Director with an MD or other health care provider with

prescriptive authority to issue a non-patient specific standing order for PEP that any pharmacist within
the state nPEP program may utilize.

o The bill would authorize pharmacists to screen patients to identify whether the exposure meets the
clinical criteria and whether medication can be initiated within the designated timeframe.

e Pharmacists already assist with a variety of issues related to general health and medication adherence -
including knowledge of insurance, patient assistance programs and other resources.

e States that have state-wide standing order for at least HIV nPEP include AZ, AR, CA, CO, IL, ME, NV, NM, NY,
NC, OR, UT and VA.

e We believe this bill is a strong step forward in addressing HIV prevention needs in Maryland, which has
been identified as a national focus area. We do have questions/concerns to clarify education provisions,
testing, program administration and administrative requirements. We look forward to discussing our
questions during the subcommittee/stakeholder deliberations.

Additional Resources:

o For your reference, please see attached report: The Role of Community Pharmacies in Providing Access to
HIV Post-exposure Prophylaxis (PEP), which further supports the goals of SB 246.
e 2022 Maryland Pharmacists State Fact Sheet
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Abstract

HIV affects an estimated 1.2 million individuals in the United States and is disproportionately concentrated among African
Americans, Latinos, and people of multiple races. Post-exposure prophylaxis (PEP) substantially decreases HIV transmission
when started within 72 h after exposure, but problems of accessibility have hindered its widespread usage in communities at
risk for HIV infection. Pharmacy-initiated PEP access was first permitted in New York City in 2017, allowing pharmacists
to provide a 7-day supply of PEP without a prescription for consumers at high risk for HIV infection. It was expected that the
broad reach and accessibility of community pharmacies would increase timely access to PEP for all individuals, especially
those who already face significant barriers to accessing the healthcare system. Since then, eleven other states have followed
suit and expanded the scope of outpatient pharmacy practice in order to increase the availability of HIV PEP but prescribing
laws in over 75% of the US have not been changed. Much of the existing literature on HIV prevention focuses on PrEP access
barriers with limited information on PEP access in the US. In this paper, we review the current status of pharmacist-initiated
PEP in the US as part of the End the HIV Epidemic (EHE) initiative.
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Background infections per year [2]: the effect of the coronavirus pan-
demic resulting in decreased routine HIV testing may be

The Center for Disease Control (CDC) estimates that 1.2 a factor for this decreased incidence. However, during that

million individuals in the United States have HIV [1]. Inci-
dence is not stratified equally, disproportionately affecting
African Americans, Hispanics, and persons of multiple
races. Currently, modeling data from the CDC estimates a
lifetime risk of HIV infection among Black men who have
sex with men (MSM) as 1 in 2, compared to the 1 in 11
lifetime risk for white MSM. New HIV diagnosis in the
US declined by 12% from 2017 to 2021, dropping from
approximately 36,500 infections per year to about 32,100
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time, decreased rates of new HIV infections were still not
spread equally among all ethnic groups. While new HIV
infections decreased by 45% in whites, they decreased by
only 36% in Hispanic/Latino Americans and 27% in Black/
African Americans. These results highlight the continued
disparities in the acquisition of HIV infection and the contin-
ued need to find effective strategies that allow increased uni-
versal access to HIV prevention tools for all ethnic groups,
especially those affected by adverse social determinants of
health (SDOH) [2].

In 2019, the U.S. Department of Health and Human
Services introduced the Ending the HIV Epidemic in the
U.S. (EHE) initiative, which aims to decrease HIV infec-
tions by 90% by 2030; this will result in an estimated 3000
new infections annually compared to the current incidence
of > 30,000 new infections per year [3]. The COVID pan-
demic shifted money and resources away from this initiative,
and currently, a substantial rejuvenation of efforts is being
undertaken now to reach EHE 2030 targets.
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Several prevention strategies, such as treatment as preven-
tion (TasP), syringe exchange programs (SSP), pre-exposure
prophylaxis (PrEP), and post-exposure prophylaxis (PEP)
are paramount to the success of EHE. PEP is a combina-
tion of antiretroviral medications which must be initiated
within 72 h after possible or known exposures to HIV in
either the occupational or non-occupational setting. PEP is
extremely effective but has a narrow time window for acqui-
sition and initiation which makes accessibility permanent to
success, but also difficult to execute after non-occupational
exposures. Given the potential complexities with accessing
non-occupational PEP (nPEP), we briefly review nPEP, bar-
riers to nPEP access, and the potential role of pharmacist-
prescribed nPEP in the community pharmacy setting as part
of the EHE strategy.

Post-Exposure Prophylaxis

Time is of the essence when PEP is needed after a potential
HIV exposure. To be effective, current guidelines recom-
mend initiation of PEP within 72 h (ideally within 2-24 h)
of the suspected HIV exposure, and subsequently continued
for 28 days [4]. Efficacy of PEP has been estimated through
clinical, observational, and animal studies, although this has
been difficult to assess in large-scale prospective clinical
trials. Several observational and retrospective studies have
suggested that PEP is highly effective [5-7]. In 1998, the
introduction of protease inhibitors into the occupational PEP
recommendations occurred [5]. The availability of effective
antiretroviral (ART) medications decreased the incidence
of healthcare worker (HCW) seroconversion after exposure
to HIV. By 1999, there were 208 confirmed/possible cases
of occupationally acquired HIV, but since 2000, there have
been no confirmed cases of seroconversion from exposures
in the clinical setting [6]. Regarding non-occupational PEP
(nPEP), one pilot project followed 267 patients who received
nPEP within 72 h after a high-risk sexual exposure [7]. Sero-
conversion occurred in 7 patients (2.62%) over a 6-month
period. In these patients, nPEP was started after 48 h in 4
out of 7 patients and 6 out of 7 patients had re-exposures.
Only 1 out of the 267 (0.3%) patients who started nPEP
within 48 h after exposure and were without re-exposures
during the study period seroconverted, suggesting significant
efficacy of nPEP when started in a timely manner in the
community setting. Although limited, the data highlights
the need for timely patient evaluation for nPEP and rapid
access to antiretroviral medications to minimize the risk of
HIV infection.

@ Springer

Post-Exposure Prophylaxis Access

Because PEP is an urgent and time-sensitive interven-
tion, maximizing rapid access to antiretroviral therapy
has long been recognized as the highest priority for this
intervention. For example, the Occupational Safety and
Health Administration (OSHA) requires all employees
at risk of HIV infection from occupational exposure be
able to access PEP “within hours, and not be delayed”
[8]. In 2013, OSHA issued a directive stating that “the
U.S. Public Health Service Guidelines recommend that
PEP be initiated as soon as possible, preferably within
hours of exposure. PEP has been shown to be less effec-
tive when the administration is delayed. The CDC regards
occupational exposures to HIV as urgent medical concerns
that should be evaluated immediately” [9]. Despite the
efficacy of PEP in decreasing occupational HIV transmis-
sion in the healthcare setting, nPEP has not been utilized
to its fullest extent in the non-occupational setting due to
multiple barriers including awareness of need from both
patients and providers, access to medications, and other
barriers such as stigma and poverty. Awareness of nPEP
among potential consumers and providers of nPEP var-
ies. Amongst providers in areas with above-average HIV
prevalence, 44% had prescribed PEP, 43.5% were aware of
PEP but had never prescribed it, and 12.5% were unaware
of PEP [10]. In the U.S. South, which notably has the
highest rates of HIV in the country, fewer providers had
prescribed PEP compared to providers in other regions
[10, 11]. In fact, of at-risk persons who visited a health
care provider in this area, greater than 75% were not even
offered a baseline HIV test which is an integral step in the
nPEP process [12].

Patient education about the need for nPEP is also vital.
In a study in New York City where direct pharmacy access
to nPEP starter packs was made available to patients at
high risk for HIV infection, utilization was low [13]. In
this pilot project aimed at providing nPEP to people who
inject drugs, over 400 study participants were enrolled but
only three requested nPEP through the pharmacy access
pilot program. The main reason cited by study participants
for lack of use of this program was their perception of the
lack of risk of HIV acquisition, despite high-risk activities.

Timely access to PEP is imperative to minimize the
potential for HIV transmission as prevention of HIV infec-
tion after exposure is considered a medical emergency.
Emergency rooms, urgent care centers, primary care phy-
sicians, and specialty clinics such as Infectious Diseases
clinics are potential providers of PEP. While many may
argue that emergency rooms and urgent cares are already
able to cover instances in which an individual cannot get in
to see their provider for an urgent evaluation, challenges to
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accessing nPEP via emergency rooms or urgent care cent-
ers exist and include travel times, wait times, high costs,
potential denials by insurance companies, availability of
medications, and fear of stigma related to seeking HIV-
related care. Patients who do not have established relation-
ships with a primary care physician or ID specialist are
often not able to schedule an urgent appointment.

To make nPEP universally available, it is imperative that
other providers are available to fill in these gaps in care. To
address some of these barriers, one strategy that has been
gaining momentum for improving timely access to PEP is
the use of community pharmacies. In recent years, twelve
states have passed legislation supporting the furnishing of
PrEP and/or PEP by pharmacists (see Fig. 1). The authority
for pharmacist prescribing or furnishing of nPEP is defined
primarily through government-defined protocols or standing
orders. Some states allow the delivery of pharmaceutical
agents that could include PrEP or nPEP through prescrip-
tive authority or collaborative practice agreements or CPAs
(including Ohio, Wisconsin, Tennessee, Florida, Iowa,
Washington, Massachusetts, Montana, Idaho, Nebraska,
Michigan, and Pennsylvania). Multiple states have legisla-
tion that could impact pharmacists' ability to provide PrEP,
PEP, or HIV treatments either pending or previously pro-
posed as of this writing (including Massachusetts, Ohio,
New Jersey, Minnesota, Florida, and Maryland). However,
only the states listed in Table 1 codify and legally protect the
ability of pharmacists to provide nPEP. To date, there have

been no legal challenges to pharmacist prescriptive authority
for nPEP in states such as Idaho.

Community pharmacy is a broad term that includes retail
pharmacies (chains, grocery stores), health system pharma-
cies (outpatient, clinics, specialty offices), and non-tradi-
tional options such as workplace pharmacies and church
pharmacies [14]. There are many benefits to using commu-
nity pharmacies as a source of rapid access to PEP. Use
of a pharmacy does not require an appointment, most have
extended hours and weekend availability, and are ubiqui-
tously located. While most Americans cannot easily access
a medical provider for medication that must be administered
urgently, most Americans are located within driving distance
of a pharmacy. Geographically, nine in ten Americans live
within 5 miles of a pharmacy [15]. Comparatively, only 58%
of American live within 5 miles of a hospital [16]. This
means that, especially in rural areas, traveling to a pharmacy
may be easier than emergently accessing a health care pro-
vider. As cost is a major obstacle to the acquisition of nPEP,
a pharmacist’s knowledge about insurance, patient assistance
programs, or other potential resources is invaluable. An
additional consideration with PEP is the stigma associated
with seeking care related to HIV in many medical settings. A
community pharmacy may be considered a trusted and neu-
tral setting and may be more acceptable in this regard. Many
of those who are at the highest risk for HIV infection are
also those most likely to suffer from adverse SDOH includ-
ing lack of insurance, lack of available providers, and other

[[] PEP legislation
passed

[ No current PEP
legislation

[[] PEP legislation
proposed
(pending/died)

Fig. 1 Legislative outcomes regarding HIV post-exposure prophylaxis (PEP) prescribing by community pharmacists per state
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systemic issues which often compromise their health. Thus,
the populations that are currently facing the most barriers
to access may be more likely to engage with their commu-
nity pharmacist than other providers. As such, community
pharmacy-led PEP may fill this gap in care with an at-risk
patient population and serve as an integral part of the US
EHE plan.

The inclusion of pharmacists practicing in the community
setting is being increasingly recognized as an opportunity
to increase patient access to nPEP. Organizations, such as
the National Alliance of State & Territorial AIDS Directors
(NASTAD) have outlined the benefits of pharmacist-initiated
PrEP and nPEP and literature on model pharmacies has been
published [17-20]. As noted previously, multiple states have
begun to trial pharmacy-led PrEP and nPEP programs, pass-
ing novel legislation to expand pharmacist scope to include
the prescription of nPEP or utilizing existing legislation
(ex. states with prescriptive authority) to allow pharmacists
to prescribe or furnish nPEP. Most states provide a state-
wide standing order or protocol developed by the Board of
Pharmacy or Medicine or the state health department which
details requirements for pharmacist-prescribing of nPEP. A
few states, like Illinois and New York, require pharmacists to
enter into a non-patient specific collaborative practice agree-
ment with state-licensed medical providers. Other specific
guidance or requirements of the legislation varies among
the states in multiple content areas including duration of or
supply limits for antiviral medications, pharmacist education
requirements, notification of primary care provider/or pro-
vision of information for primary care to those who do not
have a primary care provider, criteria for referral to medical
providers, reimbursement, laboratory analysis, and liability
(Table 1) [21-41]. While literature is available describing
initial experiences and success with pharmacy-driven PrEP
using CPAs, little data exists on the implementation and
efficacy of pharmacy-driven PEP based on state legislation
or CPAs [18-20]. This may be attributed to the fact that most
legislation was only passed in the last few years concurrent
with the unexpected disruption of the COVID pandemic.
The few available studies do suggest several potential bar-
riers that need to be addressed. In California, for example,
a small study was conducted to assess the implementa-
tion of SB 159 in the San Francisco Bay Area after the bill
was passed in October 2019 [42]. This bill authorized all
pharmacists in California to furnish PrEP and PEP with or
without a collaborative practice agreement (CPA) after com-
pleting a California Board of Pharmacy-approved training
program. ‘Furnish’ is used by the California legislature to
mean “supply by any means, by sale, or otherwise” and is
in specific contrast to the more restrictive term ‘prescrib-
ing’. This study showed that only 2.9% of pharmacies in the
study area in the San Francisco Bay were furnishing PrEP
and PEP under SB 159: less than 1% were furnishing PrEP

and PEP under a CPA. In interviews conducted with the
pharmacies in the area, commonly cited barriers included
a lack of awareness of the bill, a perceived lack of need to
‘furnish’ PEP and PrEP, lack of access to laboratory test-
ing, lack of staff, COVID-19, and lack of patient awareness
[42]. As has often been the case with pharmacy-driven PrEP,
community pharmacies engaged in the care of people living
with HIV or those at high-risk have been more likely to offer
nPEP as well.

Conclusion

To reach the EHE goal of reducing new HIV cases to 90%
by 2030, the current PEP access barriers faced by patients
at risk for HIV need to be overcome. Racial disparities,
lack of provider education and awareness, high cost of
medications, limited access to health insurance, and lim-
ited access to health care providers and sexual health ser-
vices are all barriers to the provision of nPEP to potential
candidates for nPEP [7]. The community pharmacy-based
approach to nPEP prescribing may improve timely access
to those in need. Several states have passed legislation
allowing for the prescription of nPEP by pharmacists but
the extremely limited amount of data available on phar-
macy-initiated nPEP makes it difficult to draw conclusions
about the actual uptake and success of these programs.
Additional information from states able to provide nPEP
via legislation or CPA will be vital and will undoubtedly
influence the implementation of similar pharmacy-driven
PEP programs across the US. Ultimately, the availability
of PEP medications in community pharmacies through a
pharmacist-driven initiative may be a necessary and appre-
ciated step in ending the HIV epidemic but is still only
part of the solution. Individuals need to recognize they
are at risk, be aware of potential sites for PEP acquisition,
and ultimately seek the necessary care to prevent potential
HIV transmission.
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Maryland
Hospital Association

Senate Bill 246- Public Health - Nonoccupational Postexposure Prophylaxis (nPEP)
Standing Order Program - Establishment

Position: Support with Amendments
January 30, 2024
Senate Finance Committee

MHA Position

On behalf of the Maryland Hospital Association’s (MHA) 62 member hospitals and health
systems, we appreciate the opportunity to comment in support of Senate Bill 246.

Hospital-based sexual assault forensic medical programs across the state deliver trauma-
informed care to survivors of sexual assault, abuse, neglect, interpersonal violence, human
trafficking, and other forms of violence. State law ensures no out-of-pocket expense is incurred
by survivors of sexual assault for emergency medical treatment and forensic services. The state
Sexual Assault Reimbursement Unit (SARU) oversees reimbursement of these medical and
forensic services.

The General Assembly passed SB 331/HB 247 in 2022, which created a permanent program to
prevent HIV for survivors of sexual assault and child sexual abuse. Since beginning as a pilot,
this program successfully removed barriers that historically prevented eligible survivors from
accessing HIV prophylaxis. Clinical guidance recommends patients begin nonoccupational post
exposure prophylaxis (n-PEP) treatment within 72 hours of a potential exposure and continue
consistently for 28 days.! If not administered within 72 hours, research shows, medication has
little to no effect in preventing HIV.?

MHA worked closely with the Maryland Coalition Against Sexual Assault and SARU to refine
the pilot program by creating streamlined reimbursement forms and hosting webinars. MHA
applauds this collaborative work and SARU’s dedication to ensure access to nPEP. SARU was
instrumental in establishing a relationship with Terrapin Pharmacy, a mail-order pharmacy,
which helped several Maryland hospitals ensure access to nPEP when it was not feasible for the
hospital to dispense the full course of treatment.

SB 246 would create a standing order program for nPEP. Maryland hospitals strongly support
this initiative to expand access to HIV prophylaxis. However, given the importance of the state’s
already established program for preventing HIV infection for rape victims as defined in Criminal
Procedure 8 11-1008 we recommend several amendments to SB 246 to acknowledge this

! Centers for Disease Control and Prevention, U.S. Department of Health and Human Services. (2016). Updated
Guidelines for Antiretroviral Postexposure Prophylaxis after Sexual Assault, Injection Drug Use, or Other
Nonoccupational Exposures to HIV- United States, 2016.

2 US Department of Health & Human Services, Secretary’s Minority AIDS Initiative Fund (SMAIF). (2018). HIV
Prevention- Using HIV Medication to Reduce Risk-Post-Exposure Prophylaxis.
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program and ensure qualifying survivors are not inadvertently billed for medication they have
access to at no cost.

We recommend the inclusion of the attached amendments. With these amendments, we request a
favorable report on SB 246. We would be happy to work with the Department of Health and the
sponsor to discuss these amendments.

For more information, please contact:
Jane Krienke, Senior Legislative Analyst, Government Affairs
Jkrienke@mhaonline.org



MHA Proposed Amendments to SB 246/HB 127
(D) THE DEPARTMENT MAY:

(1) COLLECT FEES NECESSARY FOR THE ADMINISTRATION OF THE PROGRAM UNLESS THE
PATIENT QUALIFIES FOR NPEP THROUGH THE PROGRAM FOR PREVENTING HIV INFECTION
FOR RAPE VICTIMS AS DEFINED IN CRIMINAL PROCEDURE § 11-1008 ;

13-5203
(A) AT THE TIME OF DISPENSING NPEP, A PHARMACIST REGISTERED WITH THE PROGRAM SHALL:

(1) SCREEN THE PATIENT TO DETERMINE THAT HIV EXPOSURE OCCURRED WITHIN 72 HOURS
BEFORE THE DISPENSING;

(2) DETERMINE WHETHER THE PATIENT MEETS CLINICAL CRITERIA CONSISTENT WITH CDC
GUIDELINES, INCLUDING

(1) THE IDENTIFICATION OF ANY CONTRAINDICATED MEDICATIONS

(2) EXPOSURE AS THE RESULT OF AN ALLEGED RAPE OR SEXUAL OFFENSE OR ALLEGED CHILD
SEXUAL ABUSE;

(3) SUBJECT TO SUBSECTION (B) OF THIS SECTION, DETERMINE WHETHER AN AVAILABLE
STANDING ORDER IS APPROPRIATE FOR THE PATIENT AND DISPENSE NPEP IN ACCORDANCE
WITH CDC GUIDELINES;

(4) REFER THE PATIENT TO A DISEASE INTERVENTION SPECIALIST WITHIN THE DEPARTMENT FOR
ONGOING TREATMENT; AND

(5) DETERMINE WHETHER THE PATIENT HAS A PRIMARY CARE PROVIDER AND:

() IF THE PATIENT HAS A PRIMARY CARE PROVIDER, NOTIFY THE PROVIDER THAT THE PATIENT
WAS DISPENSED NPEP; OR IF THE PATIENT DOES NOT HAVE A PRIMARY CARE PROVIDER,
PROVIDE THE PATIENT WITH A LIST OF PRIMARY CARE PROVIDERS AND CLINICS.

(B) IF AN AVAILABLE STANDING ORDER IS NOT APPROPRIATE FOR THE PATIENT, THE PHARMACIST
SHALL REFER THE PATIENT TO A PRIMARY CARE PROVIDER.

(C) APHARMACIST MAY DISPENSE NPEP IN ACCORDANCE WITH A THERAPY MANAGEMENT
CONTRACT UNDERTITLE 12, SUBTITLE 6A OF THE HEALTH OCCUPATIONS ARTICLE

13-5204

13-5204. (A) A LICENSED HEALTH CARE PROVIDER WITH PRESCRIBING AUTHORITY WHO IS
REGISTERED WITH THE PROGRAM MAY DELEGATE THE DISPENSING OF NPEP UNDER A
STANDING ORDER TO AN EMPLOYEE OR A VOLUNTEER OF AN AUTHORIZED PRIVATE OR PUBLIC
ENTITY IN ACCORDANCE WITH AWRITTEN AGREEMENT UNDER § 13-5205 OF THIS SUBTITLE.

(B) ANY LICENSED HEALTH CARE PROVIDER WHO HAS DISPENSING AUTHORITY MAY DISPENSE
NPEP TO AN INDIVIDUAL IN ACCORDANCE WITH A STANDING ORDER IN ACCORDANCE WITH
THIS SUBSECTION.



(C) NOTHING IN THIS SUBTITLE SHALL PROHIBIT ANY QUALIFIED HEALTH CARE PROVIDER AS
DEFINED IN CRIMINAL PROCEDURE 8§ 11-1007 FROM PARTICIPATING IN THE PROGRAM FOR

PREVENTING HIV INFECTION FOR RAPE VICTIMS AS DEFINED IN CRIMINAL PROCEDURE 8§ 11-
1008
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Maryland Coalition Against Sexual Assault . . .
Working to end sexual violence in Maryland

P.O. Box 8782 For more information contact:
Silver Spring, MD 20907 Lisae C. Jordan, Esquire
Phone: 301-565-2277 443-995-5544

Fax: 301-565-3619 WWW.mcasa.org

Testimony Supporting Senate Bill 246 with Amendments
Laura Jessick, Sexual Assault Kit Initiative & Response Team Manager
Lisae C. Jordan, Executive Director & Counsel
January 30, 2024

The Maryland Coalition Against Sexual Assault (MCASA) is a non-profit membership
organization that includes the State’s seventeen rape crisis centers, law enforcement, mental health
and health care providers, attorneys, educators, survivors of sexual violence and other concerned
individuals. MCASA includes the Sexual Assault Legal Institute (SALI), a statewide legal
services provider for survivors of sexual assault. MCASA represents the unified voice and
combined energy of all of its members working to eliminate sexual violence. We urge the Finance
Committee to report favorably on Senate Bill 246 with Amendments

Senate Bill 246 — Nonoccupational Postexposure Prophylaxis (nPEP) Standing Order
Program — Establishment

Senate Bill 246 with amendments will increase the availability of critical medication that is
highly effective in preventing the contraction of Human Immunodeficiency Virus (HIV) when
taken within 72 hours after possible exposure. This 72-hour window is critical, and delays
associated with obtaining a prescription or insurance approval can place an individual’s health
and well-being at risk.

The proposed amendments for SB 246 (attached), developed with the Maryland Hospital
Association, acknowledge the existing Program for Preventing HIV Infection for Rape Victims
administered by the Governor’s Office of Crime Prevention and Policy (GOCPP): Sexual
Assault Reimbursement Unit (SARU). This program was established in 2019 and made
permanent in 2022.

The Program for Preventing HIV Infection for Rape Victims acknowledges that HIV contraction
is a grave concern for sexual assault survivors with one study indicating that 91.9% of rape
survivors reported some degree of initial fear or concern for contracting HIV and 72.6% reported

! Centers for Disease Control (2022). About PEP, available at https://www.cdc.gov/hiv/basics/pep/about-pep.html



extreme fear or concern for contracting HIV.2® This critical program eliminates access barriers
and provides survivors of sexual assault with free nPEP after possible exposure and whether or
not they choose to receive a full sexual assault forensic exam (SAFE).

With support from the forensic nursing community, MCASA, and the Maryland Hospital
Association, GOCPP has established a streamlined process for survivors to obtain this
medication at the time of discharge or through a contracted pharmacy, Altruix, formerly known
as Terrapin, which will deliver medication via courier to ensure timely access. This process also
addresses potential side effects of nPEP through anti-nausea prescriptions and medication
regimens that address each patient’s individual circumstances such as pregnancy status or renal
function.

The proposed amendments will encourage sharing of education materials about the existing
program for sexual assault survivors with pharmacies and clinics to increase participation in this
SARU program and, ultimately, increase sexual assault survivor access to this critical
medication.

The Maryland Coalition Against Sexual Assault urges
the Finance Committee
to report favorably on Senate Bill 246 with amendments

2 U.S. Dept. of Justice, Office on Violence Against Women, A National Protocol for Sexual Assault Medical
Forensic Examinations Adults/Adolescents Second Edition (2013), available at
https://www.ojp.gov/pdffilesl/ovw/228119.pdf

3 Resnick, H., Monnier, J., Seals, B., Holmes, M., Walsh, J., Acierno, R., Kilpatrick, D., (2002). Rape-Related HIV
Risk Concerns Among Recent Rape Victims.



(D) THE DEPARTMENT MAY:

(1) COLLECT FEES NECESSARY FOR THE ADMINISTRATION OF THE PROGRAM
UNLESS THE PATIENT QUALIFIES FOR NPEP THROUGH THE PROGRAM FOR
PREVENTING HIV INFECTION FOR RAPE VICTIMS AS DEFINED IN CRIMINAL
PROCEDURE § 11-1008 ;

13-5203

(A) AT THE TIME OF DISPENSING NPEP, A PHARMACIST REGISTERED WITH THE
PROGRAM SHALL:

(1) SCREEN THE PATIENT TO DETERMINE THAT HIV EXPOSURE OCCURRED
WITHIN 72 HOURS BEFORE THE DISPENSING;

(2) DETERMINE WHETHER THE PATIENT MEETS CLINICAL CRITERIA
CONSISTENT WITH CDC GUIDELINES, INCLUDING

(I) THE IDENTIFICATION OF ANY CONTRAINDICATED MEDICATIONS

(2) EXPOSURE AS THE RESULT OF AN ALLEGED RAPE OR SEXUAL OFFENSE
ORALLEGED CHILD SEXUAL ABUSE;

(3) SUBJECT TO SUBSECTION (B) OF THIS SECTION, DETERMINE WHETHER AN
AVAILABLE STANDING ORDER IS APPROPRIATE FOR THE PATIENT AND
DISPENSE NPEP IN ACCORDANCE WITH CDC GUIDELINES;

(4) REFER THE PATIENT TO A DISEASE INTERVENTION SPECIALIST WITHIN
THE DEPARTMENT FOR ONGOING TREATMENT; AND

(5) DETERMINE WHETHER THE PATIENT HAS A PRIMARY CARE PROVIDER
AND:

() IF THE PATIENT HAS A PRIMARY CARE PROVIDER, NOTIFY THE PROVIDER
THAT THE PATIENT WAS DISPENSED NPEP; OR IF THE PATIENT DOES NOT
HAVE A PRIMARY CARE PROVIDER, PROVIDE THE PATIENT WITH A LIST OF
PRIMARY CARE PROVIDERS AND CLINICS.

(B) IF AN AVAILABLE STANDING ORDER IS NOT APPROPRIATE FOR THE
PATIENT, THE PHARMACIST SHALL REFER THE PATIENT TO A PRIMARY CARE
PROVIDER.

(C) APHARMACIST MAY DISPENSE NPEP IN ACCORDANCE WITH A THERAPY
MANAGEMENT CONTRACT UNDER TITLE 12, SUBTITLE 6A OF THE HEALTH
OCCUPATIONS ARTICLE

13-5204

13-5204. (A) A LICENSED HEALTH CARE PROVIDER WITH PRESCRIBING
AUTHORITY WHO IS REGISTERED WITH THE PROGRAM MAY DELEGATE THE
DISPENSING OF NPEP UNDER A STANDING ORDER TO AN EMPLOYEE OR A
VOLUNTEER OF AN AUTHORIZED PRIVATE OR PUBLIC ENTITY IN
ACCORDANCE WITH A WRITTEN AGREEMENT UNDER § 13-5205 OF THIS
SUBTITLE.

(B) ANY LICENSED HEALTH CARE PROVIDER WHO HAS DISPENSING
AUTHORITY MAY DISPENSE NPEP TO AN INDIVIDUAL IN ACCORDANCE WITH A
STANDING ORDER IN ACCORDANCE WITH THIS SUBSECTION.

(C) NOTHING IN THIS SUBTITLE SHALL PROHIBIT ANY QUALIFIED HEALTH
CARE PROVIDER AS DEFINED IN CRIMINAL PROCEDURE 8§ 11-1007 FROM
PARTICIPATING IN THE PROGRAM FOR PREVENTING HIV INFECTION FOR
RAPE VICTIMS AS DEFINED IN CRIMINAL PROCEDURE § 11-1008.
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Standing Order Progranj— Establishment

POSITION & RATIONALE:

The State Board of Pharmacy (Board) respectfully submits this letter of support with amendment for SB
246 — Public Health — Nonoccupational Postexposure Prophylaxis (nPEP) Standing Order Program —
Establishment (SB 246). The Board supports the egtablishment of an nPeP Standing Order Program;
however, due to potential complications of certain combinations of antiretroviral medications, the Board
questions whether dispensing nPEP should be inclugded as a delegable act. The Board’s concern is
focused on the provision of SB 246 which permits {lg delegation of “...dispensing of nPEP under a
standing order to an employee or a volunteer of an authorized private or public entity....”

SB 246 authorizes the prescribing and dispensing of nPEP medication in accordance with the Updated
Guidelines for Antiretroviral Postexposure Prophylaxis After Sexual, Injection Drug Use, or Other
Nonoccupational Exposure to HIV — United States 2016 (CDC Guidelines)’; or any subsequent guidelines
published by the Centers for Disease Control and Prevention.

CDC Guidelines state, “no strong evidence exists.. ithat any specific combination of antiretroviral
medication is optimal for nPEP use” (Dominguez 3). Additionally, CDC Guidelines state, “the
recommended regimens for nPEP...are based on expert opinion from the accumulated experience with
antiretroviral combinations that effectively suppress viral replication among HIV-infected persons for the
purpose of HIV treatment and mainly observational studies of the medication tolerance and adherence
when these same drugs are taken for nPEP” (Dominguez 3).

! Dominguez, Kenneth L. et al. (2016). Updated guidelines for antiretroviral postexposure prophylaxis after sexual,
injection drug use, or other nonoccupational exposure to HIV—United States, 2016.

The opinion of the Board expressed in this document does not necessarily reflect that of the
Maryland Department of Health or the Administration.



As CDC Guidelines do not recommend specific medications, but rather rely on the education and
experience of clinicians, the Board believes the dispensing of nPEP should not be delegated to employees
and volunteers. SB 246 should require the over ight and clinical input of a licensed health care provider,
or licensed personnel under the direct supervision of a licensed health care provider, who can properly
select and manage combinations of antiretroviral medications. Specifically, the Board submits that
registered pharmacy technicians, and many other allied health professionals, are knowledgeable of
harmful and unsafe combinations of medications, capable of highlighting potential adverse interactions,
and capable of safely providing nPEP in accordance with SB 246

Based on the above-mentioned items, the Board recommends the following amendment:
Amendment One:

One page 5, line 4, STRIKE “an employee or a volunteer,” and then INSERT “A HEALTHCARE
PRACTITIONER LICENSED UNDER THE HEALTH OCCUPATIONS ARTICLE....”

With the proposed amendment, the Board respec:tfully requests a favorable report on SB 246.

If you would like to discuss this further, please dp not hesitate to contact Deena Speights-Napata, MA,
Executive Director, at deena.speights-napata@ml_ryland.gov or (410) 764-4753.

Singgrely,

eena Speights-Napata, MA
xecutive Director
State Board of Pharmacy

The opinion of the Board expressed in this document does not necessarily reflect that of the
Maryland Department of Health or the Administration.
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TO: The Honorable Pamela Beidle, Chair
Members, Senate Finance Committee
Chair, Senate Finance Committee (Maryland Department of Health)

FROM: Pamela Metz Kasemeyer
Steven Wise
Danna Kauffman
Andrew G. Vetter
Christine K. Krone
410-244-7000

DATE: January 30, 2024

RE: OPPOSE - Senate Bill 246 — Public Health — Nonoccupational Postexposure Prophylaxis
(nPEP) Standing Order Program — Establishment

On behalf of the Maryland State Medical Society and the Maryland Chapter of the American
Academy of Pediatrics, we submit this letter of opposition for Senate Bill 246.

Senate Bill 246 establishes a Nonoccupational Postexposure Prophylaxis (nPEP) Standing Order
Program, which authorizes a licensed pharmacist to prescribe and dispense nPEP under certain
circumstances as well as authorize a licensed health care provider to dispense nPEP and delegate the
dispensing of nPEP to an employee or volunteer of a “private or public entity” under a written agreement.

While there is appreciation for the intent of the legislation, which is to facilitate access to post-
exposure prophylaxis HIV medications in order to enhance HIV prevention, there are a number of
significant concerns with this proposal, some of which may have unintended consequences and therefore
would undermine the presumed objectives of the legislation.

The inclusion of post-exposure prophylaxis in the medications that a pharmacist is authorized to
dispense without a prescription is of concern. The recommended medical care, counselling, and other
services that are critical to be provided post-exposure are not within the scope of practice of a pharmacist.
Similarly, the provision that would authorize an employee or volunteer under a written agreement to
dispense nPEP is also of significant concern.

nPEP medications are not always safe or well-tolerated by individuals. They can cause kidney
and liver issues and are also contraindicated in some cases depending on an individual’s current
medication regime. nPEP can only be safely dispensed after an individual has had baseline laboratory
tests as well as clinical screening to determine if the medications are appropriate or whether modifications



are indicated. Pharmacists are not normally permitted under their scope of practice to order laboratory
tests without a prescription from a prescriber and are not trained to “screen” patients in the way that
physicians are. The same would be true of employees and volunteers regardless of a written agreement.

In addition, ongoing counselling and follow-up care is essential to effectively address not only the
impacts of potential HIV exposure but to also ensure there are not intended health consequences from the
medication. nPEP is taken for 30 days, it is not a one-time medication. Follow up care, including testing
for unintended clinical impact is critical.

Finally, there is also a concern about patient safety as there are no existing mechanisms to track
prescriptions that are not controlled dangerous substances and, therefore, there is nothing to prevent a
patient from obtaining nPEP from multiple pharmacies as there is no requirement to monitor or share this
information.

The above-named organizations appreciate the intent and objectives of the proposed standing order
concept. It is analogous to the standing order of opioid reversal drugs, such as Naloxone. However, the
dispensing of nPEP is significantly more complicated, clinically, than opioid reversal drugs and could
cause unintended consequences for the individuals who would receive nPEP without the necessary
screening and laboratory tests. MedChi and MDAAP will continue to work with the Department to
identify mechanisms for expanding access to nPEP, when appropriate, but are unable to support the bill,
as introduced, unless the bill can be amended to address the HIV testing, prescribing, and dispensing issues
raised by ensuring a defined and direct relationship with a physician(s), analogous to the therapy
management contract, so that there is assurance that the appropriate authority, clinical expertise, and
standard of care is provided to individuals to effectively enhance HIV prevention. An unfavorable report
is requested.

For more information call:
Pamela Metz Kasemeyer

J. Steven Wise

Danna L. Kauffman
Andrew G. Vetter

Christine K. Krone
410-244-7000



