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Objective: Increasing access to human immunodeficiency virus (HIV) pre-exposure
prophylaxis (PrEP) and postexposure prophylaxis (PEP) is a high priority for the Ending the
HIV Epidemic Initiative. Expanding access to PrEP and PEP through a variety of health care
settings, including community pharmacies, may increase access in communities most in need.
California is the first state to allow community pharmacists to furnish PrEP and PEP directly to
consumers. Our objective was to assess attitudes among key stakeholders about a California
policy to allow community pharmacists to furnish HIV PrEP and PEP.
Methods: We conducted a qualitative case study with key pharmacy stakeholders. Semi-
structured phone interviews were audio-recorded and transcribed verbatim. We generated
analytical memos for each interview and working with these analytical memos, we conducted
a constant comparison across cases to identify commonalities and differences.
Results: We launched the study in October 2018 and interviewed pharmacists (n = 7) working
in a variety of settings, including retail-, clinic-, and community-based pharmacies. We also
interviewed medical providers (n = 2) working in high-volume PrEP clinics and sought input
from representatives of large retail chain pharmacies (n = 2). Overall, pharmacists and medical
provider informants shared similar opinions about the central benefits as well as the key
challenges related to pharmacist-delivered PrEP and PEP services. Benefits included: com-
munity pharmacists are widely accessible, PrEP and PEP protocols are similar to other pre-
ventative medications, policy may lead to efficiencies in the health care workforce, and
community pharmacists are authorities on medication adherence. Challenges included:
implementation issues may limit pharmacist involvement, and missed opportunities to di-
agnose and treat other health conditions.
Conclusion: This study characterizes the types of benefits and challenges that can be expected
when PrEP and PEP prescribing privileges are extended to community pharmacists. This in-
formation may be useful to policymakers and other stakeholders considering legislation to
permit direct prescription of PrEP and PEP by pharmacists.

© 2020 American Pharmacists Association®. Published by Elsevier Inc. All rights reserved.

Background

Despite well-established efficacy of both pre-exposure
prophylaxis (PrEP) and postexposure prophylaxis (PEP) to
prevent human immunodeficiency virus (HIV),! disparities
in accessing these biomedical interventions persist.” The
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Centers for Disease Control and Prevention (CDC) estimates
less than 7% uptake among 1.14 million individuals indicated
for the use of PrEP® In California, the State Department of
Public Health, Office of acquired immunodeficiency syndrome
(AIDS) estimates that there are from 220,000 to 240,000
Californians with an indication for PrEP; however, 2018 esti-
mates of uptake in California reflect the national trend at only
6%-7%.” Improving uptake requires action on multiple fronts
including increasing PrEP and PEP awareness and access.
Expanding access to PrEP through a variety of health care
settings is a high public health priority.® One such setting is the
community pharmacy and the expansion of the scope of
practice of community pharmacists by allowing them to
directly furnish PrEP and PEP, which may generate greater

1544-3191/© 2020 American Pharmacists Association®. Published by Elsevier Inc. All rights reserved.
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access, particularly in communities where primary care pro-
viders are in short supply.’

Community pharmacists in California and elsewhere
contribute significantly to preventative care efforts by
administering vaccines, furnishing contraceptives and smok-
ing cessation patches, dispensing naloxone, and playing a key
role in syringe access.'"° Patients seeking these services do so
in part because community pharmacies are accessible—offer-
ing extended business hours, open during weekends, and
usually do not require prescheduled appointments.'® Phar-
macists are also a reliable source of medication adherence
counseling and medical education, especially for chronic ill-
nesses.'®!” In several states, innovative pharmacist-driven
PrEP programs are available demonstrating the commitment
of some pharmacists to make PrEP easily available.'®?! Nearly
all of these community pharmacies’ PrEP programs are made
possible under a formal collaborative practice agreement or a
Collaborative Drug Therapy Agreement (CDTA), which requires
a medical provider-pharmacist partnership. Arrangements
under the CTDA process are not necessarily easily imple-
mented and as such limit the extent to which these types of
practices may otherwise flourish.?>"?

Innovations that involve pharmacists in generating greater
access to preventative medications such as PrEP and PEP
require policy-level changes. However, few state legislatures
have been willing to innovate in this arena. In California, HIV
advocates effectively promoted legislation that expanded the
role of pharmacists to prescribe PrEP and PEP directly. The
intent of the legislation was to allow pharmacists that are
working in community pharmacies to furnish PrEP and PEP
directly. Senate Bill 159 (SB 159) was introduced to the Cali-
fornia Legislature in 2019. Although the original language in
the bill sought to allow pharmacists a broad scope of pre-
scribing privileges, the California Medical Association stressed
the importance of physician involvement. The legislators
arrived at a consensus on language, stating that pharmacists
must follow CDC guidelines when initiating PrEP and that they
may furnish up to a 60-day supply of PrEP once every 2 years
and a 28-day supply of PEP. There are no stated restrictions on
the number of times pharmacists may furnish a 28-day course
of PEP. The bill further specified that new formulations of
either PrEP or PEP were allowable as long as the California
Medical Board determined that another drug or drug combi-
nation met the same clinical eligibility recommendations
provided in CDC guidelines. Because of the 60-day supply
restriction, pharmacists will be expected to refer patients to a
primary care provider for ongoing PrEP access. However,
resources to ensure adequate linkage to ongoing PrEP services
are beyond the scope of this bill.

Objective

Our objective was to assess key stakeholder attitudes about
this legislation to allow community pharmacists to furnish HIV
PrEP and PEP.

Methods

While this legislation was under consideration, we con-
ducted a qualitative, rapid assessment study to document the
acceptability and feasibility of pharmacist-delivered PrEP and

PEP in the State of California. We launched our case study
approach?® in October 2018 and recruited pharmacists (n = 7)
working in a variety of settings (i.e., clinic and community
pharmacies) and performing a variety of roles (e.g., consulting,
education, and dispensing). We also included physicians
working in high-volume PrEP clinics (n = 2) and sought input
from pharmacists serving in senior management positions
within a large retail chain pharmacy (n = 2). The first author
conducted the interviews, which were primarily conducted
over the phone, audio-recorded, and professionally tran-
scribed. On the basis of our interview topics on benefits,
feasibility, and challenges related to furnishing PrEP and PEP,
the first author generated analytical memos for each inter-
view. Working with these analytical memos, the team con-
ducted a constant comparison across cases to identify
commonalities and differences. Our analytical strategy com-
bines elements of Miles and Huberman'’s pragmatic approach
to thematic analysis?’ with elements of grounded theory (i.e.,
use of analytical memos and constant comparison).’® As a
form of member checking, we distributed a draft of the find-
ings to several key informants for input on our in-
terpretations.”’ The University of California San Francisco
Committee on Human Research reviewed and approved all
research activities associated with this study (approval no. 18-
26017).

Results

Interviewees outlined numerous benefits of pharmacist
involvement in PrEP and PEP access as well as noted areas in
which more work would be required. Medical providers held a
slightly different perspective and were not entirely supportive
of expanding the pharmacists’ scope of practice to include
PrEP. However, pharmacist-furnished PEP was widely
accepted among all interviewees. Exploring the overlap as well
as understanding areas of disagreement may help us to
develop systems that might accommodate all perspectives.

Community pharmacists are widely accessible: “...access is
one of the primary attractive features of allowing pharmacists
to prescribe HIV prevention medications.” All interviewees
emphasized and often led with statements indicating that
pharmacists and pharmacies are easily accessible to patients.
In contrast to clinics, pharmacy hours extend well beyond
typical business hours, and pharmacists are often approach-
able, available to answer questions, dispense medications and
vaccines, and provide clinical advice. This low barrier to entry
contrasted with the highly structured system of a medical
clinic in which patients are often separated from the entire
medical team, and their movements are highly orchestrated.
Pharmacists may also have high rates of patient contact,
particularly in instances when a patient comes in monthly to
pick up their medications—this enhanced contact was
described as fostering comfort and familiarity between
patients and pharmacists.

PrEP and PEP can be implemented using standardized
protocols similar to other preventative medications California
community pharmacists are allowed to furnish. Allowing
community pharmacists to prescribe PrEP and PEP is consis-
tent with other facets of preventative medications that Cali-
fornia law permits pharmacists to furnish, including naloxone,
oral contraceptives, smoking cessation products, and vaccines.
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Prescription privileges for these aspects of preventative care
have been extended to pharmacists because the medications
and vaccines do not require a diagnosis, are administered
according to formalized guidelines that specify dose and
timing, and can be delivered as discrete services (e.g.,
administering a vaccine usually does not require that one also
treat a medical condition at the same time). PrEP and PEP
would be similarly focused on dispensing the medication and
for PrEP, ordering and interpreting the initial panel of labora-
tory testing.

Increasing community pharmacist scope of practice may
relieve pressures from the primary care workforce: “...allow-
ing pharmacies to provide immunizations really does help
with the gap of immunizing people.” Clinical and community
pharmacists are highly trained and, many argue, underused.
Enabling community pharmacists to be able to furnish PrEP
and PEP would allow them to use their medication expertise
fully, and it would have the added benefit of addressing the
persistent shortage of primary care providers. Furthermore,
some community pharmacists are already discussing PrEP and
PEP with patients because of their role in dispensing these
medications. As such, they have familiarity with the medica-
tions and the patient population.

Community pharmacists are considered the authority
on medication adherence and adherence counseling: “Phar-
macists have unique data on which to base [adherence]
conversations. They've got a refill record right in front of
them.” Pharmacists are well-positioned to provide crucial
advice about adverse effects and counsel on the importance of
medication adherence to individuals seeking a 28-day course
of PEP. For PrEP, community pharmacists have unique access to
data on the frequency with which a patient refills a PrEP
prescription. These data may open the door to conversations
about medication adherence in a way that is unique to
pharmacists. Furthermore, community pharmacists offer
adherence tools such as refill reminder services that may
facilitate PrEP adherence and persistence in PrEP care.

Implementation issues may limit pharmacist involvement:
“We can’t do our work for free.” Although several interviewees
perceived community pharmacy settings as not conducive for
private consultations, others noted that they routinely
engaged in sensitive conversations with patients and argued
that discussing PrEP or PEP would be no different than dis-
cussing contraceptive options or offering advice on naloxone.
Assuming a pharmacist was willing to counsel patients about
PrEP and PEP and furnish one or the other to a patient, the lack
of systems to order labs was then raised as a potential chal-
lenge. Whether insurers would cover the cost of labs ordered
by a pharmacist was also raised as a concern. In addition,
pharmacists advocated for reimbursement for the provision of
consultation services.

Pharmacy environments are not inherently conducive to
furnishing PEP and PrEP: “It's going to raise a lot of questions
for implementation.” Pharmacists, pharmacy representatives,
and providers raised questions related to determining
procedures for securing and ordering HIV test results as well as
stressed the importance of developing systems for care coor-
dination and communication between community pharma-
cists and primary care providers. Providers raised concerns
about how community pharmacists may handle drug toxicity
or medical complications that could be directly attributed to

PrEP or PEP use. They further raised the possibility that
conducting a sexual risk assessment may cause discomfort for
community pharmacists and noted that pharmacists are busy
and may not have time to take on additional tasks such as
furnishing PrEP and PEP.

Access to PEP, in particular, is very limited: “Offering PEP in
community pharmacies is a plus.” PEP was described as a
“time-sensitive intervention,” and, as such, providers and
pharmacists pointed out the advantages of creating greater
access to PEP through community pharmacies. One provider
noted that PEP is typically accessed through emergency de-
partments and urgent care rather than primary care providers,
meaning that the channel of access is already 1 that strays
from ordinary care-seeking behavior; therefore, pharmacist
involvement was not considered an extraordinary step. Over-
all, PEP was widely perceived as a straightforward medication
for community pharmacists to furnish.

Providers see benefits of involving community pharmacists
but explain fears related to “what if” scenarios. Medical
provider interviewees perceived pharmacists as lacking the
proper training to diagnose, assess, or manage medical
conditions. They argued that PrEP users might come in with
other medical questions or issues that could be addressed in a
primary care setting, but not in a pharmacy (e.g., spots on one’s
genitals, nausea unrelated to PrEP and PEP). A patient who is
seeing a pharmacist for PrEP and PEP and is not otherwise
engaged in medical care may be missing opportunities to
address other health maintenance issues for example, vacci-
nations that may be important such as Hepatitis A and B and
meningitis (note that pharmacists are allowed to provide the
aforementioned vaccines if they fulfill training and record-
keeping requirements, which may not be widely understood
by medical providers). However, it is common for patients on
PrEP to be treated presumptively for sexually transmitted in-
fections, which does not currently occur in community phar-
macies offering PrEP. Finally, medical provider interviewees
expressed concern that persons receiving PrEP and PEP in a
pharmacy setting may give them a false sense that they are
receiving medical care.

Discussion

California is the first state to allow community pharmacists
to furnish PrEP and PEP to consumers directly. This new law
presents an opportunity to study this innovation in PrEP de-
livery. Ostensibly, the law creates greater and more convenient
access to a 60-day supply of PrEP in 2 years or a 28-day supply
of PEP. It may also offer relief to the existing PrEP and PEP
delivery systems, albeit temporarily. Community pharmacists
who opt to participate in PrEP and PEP delivery will be on the
front line to observe the effectiveness of the law as designed. It
is possible that more pharmacists will pursue setting up a
CDTA so that they may furnish PrEP on an ongoing basis rather
than playing the role of PrEP initiator. With California setting
this precedence or “road map” for the rest of the country to
expand the scope of practice among community pharmacists,
other states may pursue similar policies.*° It is also possible
that this new policy will inspire or generate alternative
pharmacist-delivered PrEP and PEP models.

The premise of SB 159 is that a PrEP seeking individual may
approach a pharmacist to secure a 30- to 60 day supply of
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medications. Community pharmacists are expected to refer 2. Hubach RD, Currin JM, Sanders CA, et al. Barriers to access and adoption
: : : of pre-exposure prophylaxis for the prevention of HIV among men who
these consumers to primary care fOI’. ong01r.1g PrEP §erv1ces. have sex with men (MSM) in a relatively rural state. AIDS Educ Prev.
Thus, under the best-case scenario, patients will have 2017;29(4):315-329.
relatively easy access to PrEP initially and will be referred to 3. Ojikutu BO, Bogart LM, Higgins-Biddle M, et al. Facilitators and barriers to
local PrEP—knowledgeable medical providers. The 60—day pre-exposure prophylaxis (PrEP) use among black md1v1§luals in the
. . United States: results from the National Survey on HIV in the Black
supply may seem arbitrary because there is no precedent for Community (NSHBC). AIDS Behav. 2018:22(11):3576—3587.
pharmacists to furnish a preventative medication temporarily. 4. Eaton LA, Driffin DD, Bauermeister J, Smith H, Conway-Washington C.
However, the legislature agreed that in some cases, it might Minimal awareness and stalled uptake of pre-exposure prophylaxis
take 1 th 30d f individual to be linked t (PrEP) among at risk, HIV-negative, Black men who have sex with men.
ake longer than SU days for an individual to be linked to a AIDS Patient Care STDS. 2015;29(8):423—429.
primary care provider for ongoing PrEP care, and, thus, the 5. Brooks RA, Landovitz R], Regan R, Lee SJ, Allen Jr VC. Perceptions of and
language shifted from a 30-day to 60-day supply. Whether 60 intentions to adopt HIV pre-exposure prophylaxis among black men who
. . e have sex with men in Los Angeles. Int J STD AIDS. 2015;26(14):
days is enough time for a pharmacist-initiated PrEP consumer 1040—1048
to link to primary care services is unknown. This may be an 6. Huang YA, Zhu W, Smith DK, Harris N, Hoover KW. HIV preexposure
Opportunity to integrate community pharmacist_initiated prophylaxis, by race and ethnicity - United States, 2014-2016. MMWR
PrEP with PrEP telehealth services. All of these assumptions Morb Mortal WKly Rep. 2018;67(41):1147—1150. .

) N A . N 7. Sullivan PS. AIDSVu: an interactive online surveillance mapping resource
and questions provide us with a unique opportunity to study to improve HIV prevention in the US. Available at: https://www.
whether the increased access does generate increased PrEP SemanFicschOla'r.org/paper/AIDSVU%?)A—An—Interactive—Online—Suweillance—
use and appropriate, persistent PrEP use. In other words, we f“\"cigge';gj':n”ul;'r‘;a;élggzsol71d85093ab911b1707f339d74cgf33477m'
have the opportunity and obligation to study the effectiveness 8. Fauci AS, Redfield RR, Sigounas G, Weahkee MD, Giroir BP. Ending
of this policy change. the HIV epidemic: a plan for the United States. JAMA. 2019;321(9):

844845,
9. Meyerson BE, Dinh Jr PC, Agley ]D, et al. Predicting pharmacist dispensing
Conclusion practices and comfort related to pre-exposure prophylaxis for HIV
prevention (PrEP). AIDS Behav. 2019;23(7):1925—1938.
. . 10. Hammett TM, Phan S, Gaggin ], et al. Pharmacies as providers of expanded
There are several questions that surface under this new law. health services for people who inject drugs: a review of laws, policies, and
First, it is unclear whether there is an incentive for pharmacists barriers in six countries. BVIC Health Serv Res. 2014;(14):261. )
to be involved in furnishing PrEP and PEP if they may do so 11. Hogue MD, Grabenstein JD, Foster SL, Rothholz MC. Pharmacist
. X K R involvement with immunizations: a decade of professional advancement
only temporarily. For example, it may be difficult to build a [published correction appears in | Am Pharm Assoc (Wash DC).
workflow that will accommodate pharmacy settings. It may be 2006;46(3):308]. ] Am Pharm Assoc (2003). 2006;46(2):168—182.
difficult to build in support to address payer issues as well as 12. Gardner JS, Miller L, Downing DF, Le S, Blough D, Shotorbani S.
| A ) Pharmacist prescribing of hormonal contraceptives: results of the direct
referrals to PrEP-competent primary care providers, particu- access study. | Am Pharm Assoc (2003). 2008;48(2):212—221.
larly in rural areas facing a shortage of primary care providers 13. Dent LA, Harris K], Noonan CW. Tobacco interventions delivered by
in general. In particular, reconciling whether greater involve- 538;‘?‘237?75;_5{020 53“515“]‘“3’ and systematic review. Pharmacotherapy.
H}ent O.f commumty pharmac1sts as PrEp prowder's will be a 14. Guy Jr GP, Haegerich TM, Evans ME, Losby JL, Young R, Jones CM. Vital
disservice to patients who would otherwise receive greater signs: pharmacy-based naloxone dispensing - United States, 2012-2018.
benefits from seeing a traditional primary care provider or MMWR Morb Mortal Wkly Rep. 2019;68(31):679—686.
. . . . 15. Crawford ND, Blaney S, Amesty S, et al. Individual- and neighborhood-
WhEthe.r this version of task—shnftmg turns out to be Aa relief on level characteristics associated with support of in-pharmacy vaccina-
the primary care system is yet to be determined. The tion among ESAP-registered pharmacies: pharmacists’ role in reducing
perspective that PrEP services should be done under the racial/ethnic disparities in influenza vaccinations in New York City.

J Urban Health. 2011;88(1):176—185.

supe.rv151on Ofa primary care prov1c!er is built on the IOglc that 16. Kelling SE, Rondon-Begazo A, DiPietro Mager NA, Murphy BL, Bright DR.
medical providers can detect and intervene on a number of Provision of clinical preventive services by community pharmacists
health issues that a pharmacist is not trained to do. If PrEP is [Cl;})lublished c%reﬁctign azgears in Prev Chronic Dis. 2016;13:E161]. Prev
: : : . ronic Dis. 2016;13:E149.
maintained under t.he auspices of primary care, advocates 17. Chisholm-Burns MA, Graff Zivin JS, Lee JK, et al. Economic effects of
argue that PrEP patients may then reap the full benefits of pharmacists on health outcomes in the United States: a systematic
primary care. However, we must also consider the conse- review. Am ] Health Syst Pharm. 2010;67(19):1624—1634.
quences of restricting access to PrEP to clinical settings, even 18. Tung E, Thomas E, Eichner A, Shalit P. Feasibility of a pharmacist-run HIV
A b . i PrEP clinic in a community pharmacy setting. Abstract presented at:
telehealth settings, in areas with a primary care workforce Conference on Retrovirsuses and Opportunistic Infections; February
shortage and the potential for deepening HIV disparities. 13—16, 2017; Seattle, WA. Available at: http://www.croiconference.org/
Identifying situations that might warrant allowing pharma- sess‘ions/feasibility—pharmacist—run-hiv—prepclinic-community—pharmacy—
. . . . . setting. Accessed January 28, 2020.
cists to serve as the PrEP provider on an ongoing basis will be 19. Tung E, Thomas A, Eichner A, Shalit P. Implementation of a community
important. In California, we have a parallel mechanism: com- pharmacy-based PrEP service: a novel model for pre-exposure prophy-
munity pharmacists have contraceptive prescribing authority. laxis care. Sex Health. 2018;15(6):556—561.
. . 20. Lopez MI, Cocohoba ], Cohen SE, Trainor N, Levy MM, Dong BJ.
If we consider PrEP and PEP as comparable to contraceptives, Implementation of pre-exposure prophylaxis at a community pharmacy
then perhaps we may get to the point of supporting through a collaborative practice agreement with San Francisco
continuous, uninterrupted access to PrEP via community ?;gaflleem of Public Health. J Am Pharm Assoc (2003). 2020;60(1):
pharmac1sts. 21. Farmer EK, Koren DE, Cha A, Grossman K, Cates DW. The pharmacist’s
expanding role in HIV pre-exposure prophylaxis. AIDS Patient Care STDs.
2019;33(5):207—213.
References 22. Mayer KH, Chan PA, Patel R, Flash CA, Krakower DS. Evolving models and
ongoing challenges for HIV preexposure prophylaxis implementation in
1. Grant RM, Lama JR, Anderson PL, et al. Preexposure chemoprophylaxis the United States. ] Acquir Immune Defic Syndr. 2018;77(2):119—127.
for HIV prevention in men who have sex with men. N Engl | Med. 23. Darin KM, Scarsi KK, Klepser DG, et al. Consumer interest in community
2010;363(27):2587—-2599. pharmacy HIV screening services. ] Am Pharm Assoc (2003).2015;55(1):67—72.
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