NOTICE-QEINEENT. P’?)q Mﬁ,d

Department of Health
Office of Public Health

Administration and Treatment of
Fluman Immunodeficiency Virus

(LAC 48:1.Chapter 136)

Under the authority of R.S. 37:1218.2. and in accordance
with R.S. 49:950 et seq.. the Administrative Procedure Act.
nolice is hereby given that the Department of Health intends

Human Immunodeficiency Virus) of Subpart 7 (Human
Immunodeliciency  Virus/AIDS) of  Part | (General
Administration) ol Title 48 (Public FHealth—General) of the
L.ouisiana Administrative Code (LAC).

The peepesed Chapler is necessary (o implement the
procedures and statewide protocol by which a Louisiana-
licensed pharmacist {“pharmacist™) shall follow ta dispense
and/or  administer  pre-exposure  and  post-exposure

Chapter 136 (Administration and Treatment of’

prophylaxis medications for the prevention of Human
Immunodeficiency Virus (HIV) infection pursuant to R.S.
37:1218.2.
Title 48
PUBLIC HEALTH—GENERAL
Part 1. General Administration
Subpart 7. Human Immunodeficiency Virus/AIDS
Chapter 136, Administration and Treatment of Human
Immunodeficiency Virus

§13601. Definitions

A. As used in this Chapter, the tollowing terms shall.
unless the context clearly requires otherwise. have the
following meanings:

CDC—the Centers for Disease Control and Prevention.
U.S. Department of Health and Human Services

CDC  Guidelines—with rtespect to PrEP, means the
guidelines set forth in the CDC's “Preexposure Prophylaxis
for the Prevention of HIV Infection in the United States -
2021 Update Clinical Practice Guideline”™, and with respeet
to PEP, means the guidelines set forth in the CDC's
“Updated Guidelines for Antiretroviral  Postexposure
Prophylaxis Afler Sexual. Injection Drug Use. or Other
Nonoccupational Exposure to HIV-—United States, 2016™.
§13603. Scope

A. This statewide protocol establishes the rules a
[Louisiana-licensed pharmacist (*pharmacist™) shall follow to
dispense and/or administer pre-exposure and post-exposure
prophylaxis medications for the prevention of HIV infection
pursuant to Act 711 of 2024 (R.S. 37:1218.2).

B. Pharmacists may dispense and administer HIV pre-
exposure prophylaxis (PrEP) and post-exposure prophylaxis
(PEP) medication(s) approved by the U.S. Food and Drug
Administration (FDA) to eligible patients according 1o the
indications and recommendations in the current guidelines
from the U.S. Centers for Disease Conuwrol and Prevention
(CDC). Contraindications should be considered before the
medication is dispensed and/or administered.

AUTHORITY NOTE: Promulgated in accordance with R.S.
37:1218.2.

HISTORICAL NOTE: Promulgated by the
Health, Office of Public Health, LR 51:
§13605. Pre-Requisites

A. Prior to dispensing and/or
prevention medication per this protocol,
must:

I. hold a current pharmacy license that is in good
standing to practice in the state of Louisiana;

2. be a current practicing pharmacist;

3. have earned a Doctor of Pharmacy (PharmD)
degree or have at least five years of experience as a licensed
registered pharmacist (RPh):

4. maintain prolessional liability insurance of at least
$1.000,000 or participate in the Louisiana Patient’s
Compensation Fund, which allows a provider o have
financial responsibility for the first $100.000 of exposure per
claim whether through insurance or security deposit and
enroll in the Fund for the excess coverage and be under an
umbrella o' the cap on damages:

5. review this statewide protocol and related standing
order:

6. complete a training program as described in this
protocol;
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7. ensure that all pharmacy staft comply with patient
privacy and confidentialily throughout appointment-setiing,
counseling,  record-keeping, and  dispensing  amlfor
administration of PrEP/PTP therapies; and

8. obtaln written patient consent for pharmacist-
inftiated  HEV  PrEP/PEP-refated  testing,  counseling,
administration, and referrals,

AUTHORITY NOTI:  Promulgated in accordance with RS,
37:1218.2.

HISTORICAL NOTE:  Promulgated by the Depatiment of
Health, Otfice of Public Health, LR 51:

§13607. Records

A, Pharmacists shall maintain a patient record for all
services and treatments dispensed and/or administered under
this protocol.

B. If the patient provides written consent to do so, a
pracess shall be in place for the pharmacist to communlcate
with the patient's primary care provider (PCP) for the PCP to
doeument changes to the patient's medical record.

C. [T the patient does not provide weitlen consent to the
relcase of information; does not have a PCP; or is unable (o
provide contact information for their PCP, the pharmacist
shall provide the patient with a written record of the
medications  dispensed and/or  administered; lsb  test(s)
ardered; and all test results. I the patient’s PCP is not
notified, the pharmacist shall document the reason(s) no
notification oceurred.

2. Phaemacists shall maintain a signed attestation of
review of this stalewide protocol signed by the participating
pharmacist with thelr training certilieations. This allestation
must be made avaitable upon request of the LABP,

B, Pharmacists shall comply with 8l record-keeping
requirements adopled by the Loulsiana Beard of Pharmacy
(LABP) in LAC 46:1L.1H.Chapter| L Subchapler B,

AUTHORITY NOTE:  Pronwlgated in sccordance with R.S.
37:1218.2,

FISTORICALNOFE: Promalgated by the Departent of
Health, Qfice of Public Health, LR 51:

§13609, Training

A, Training Content. Prior (o independently dispensing
andfor administering HIV prevention therapies to a patient
pucsuant to RS, 37:12 18,2, the pharmasist shall successfully
complele a lraining program approved by the Acereditation
Council for Pharmecy Education (ACPE). This training may
take place as a stand-alone course ov as part of an equivalent
cupriculum-based training program offered by an ACPE-
accredited school of pharmacy. At o minimum, the training
shall consist of the crilerfa set forth in Subsection A1 of this
Section, and the pharmacist must also complete the training
required (o administer medications in the state of Louisiana
adopled by the LABP as set forth in Subsection A.2 of this
Section.

1. Training Program. A pharmacist nrust complete &
training program specific to the nse o HIV pre-exposure and
post-exposure  prophylaxts  (PrEP/AEP)  that  includes
instruction covering, al a mintmum, the following areas;

a.  CDC Guidelines for PrEPAER;

b, sereening for HIV and sexually transmitted
infections (STIs) and laboratory testing to  determine
PrEP/PLED eligibility:

¢ pharmacology.  safely, efficacy,  drug~drug
interactions. and monitoring parameters or HIV medications
used for PrEP/PEP;
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d, strategies for serving historically marglnalized
patient populations and sexual assault survivors or related
trauma-informed care,

e, culuraliy
information; and

f. strotegles to secess manufaciurer and govermnent
financial assistance programs for HIV PrEP/PEP.

2. Administration of Medications  Tralning, A
pharmacist shall complete all training requirements required
by the LABP and the State of Louisiana in LAC 46.LII,
prior to administering any medication.

3. Continuing Education Reguivement, A pharmacisi
shall complete at least one hour of continuing education in
the subject of HIV prevention every two yewrs, to be
reported 10 the LABP as per conlinving education
requirements,

3. Training Certifteation and Documentation

[. A pharmacist shall maintain documentation of their
suceesstil completion of the required training as set forth in
Sectian 13609 of this Chapter for s period of at least two
years following any patient interactions involving dispensing
and/or administering IV prevention medications that are
subject to this rule per LAC 46.LIL1121. Documentation
maintained pursuant to this subsection must be made
available upon request of the LABP,

2. ‘Iraining obtained as part of an  equivalent
curriculum-brsed Gaining program can be documented by
written certification from a member of the educational
ingtitution or program from which the lcensee graduated
stating that the training is included within the institution’s
curticufum  required for pradustion al the time the
pharmacist graduated, or within the coursework that the
pharmacist completed, Documentation maintaingd pursuant
to this subsection must be made available upon request of
the LABE.

1. Sanctions

a, The failure of a pharmacist to obtain and
maintain the education, training, and continuing compelency
described in this Section prior to administering medications
to patients or supervising other pharmacy personnel
administering medications to patients shall constitute a
viglation ¢f R.S. 3711218.2 and R,S. 37:124 {{A){3) and shal]
subjeet the pharmacist o disciplinary action by the LABP.

b. The failuee of a pharmacist to  provide
documentation of thelr education, tralning, and continuing
compelency to administer medications when requested by
the board shall constitute a violation of R.8, 37:1218.2 and
R.8. 37:1241(A)22) and shali subject the pharmacist 1o
disciplinary action by the LABP

AUTHORITY NOTE:  Promulgated in accordance with R.S,
Fn1218.2,

HISTORICALNOTE: Promulgated by the Department of
Health, Oflice of Public Health, LR 51;

§13611. HIV Pre-Exposure Prophylaxls (PrEP)

A, Under this protocel, pharmacists may assess for HIV
status and  high-risk behaviors in which pre-exposure
prophylaxis against M1V would be warranted,

B, The pharmscist may dispense and/or administer the
patient a 30-day supply of any antiretroviral agent thal s a
currently FDA-approved or CDC-recommended medication
or regimen for HIV pre-exposure prophylads, according 1o
the following criteria,

sensitive  patient  counseling



1. The patient is 17 years of age or older, Is (or is
planning 1o become) sexually active or is al risk (or sharing
injection or drug preparstion equipment, and has a desire lo
start a PriZ regimen.

2, Evidence ol buseline negative HIV status is
obtained, as documented by a pharmacist cither;

a. conducting a bleod rapid (est, which provides
same-day resuils;

b, drawing blood (serum) and sending the specimen
to 4 laboratory for an antigenfantibody test, with results
belng received within seven days before Initially dispensing
and/or administering PrEDP; or

¢, accepting patient’s oulside documentation of a
non-reactive blood rapid test or laboraiory fest with the
patienl’s name {matching their legal identification) dated
within seven days before initially  dispensing  andior
administering Prii,

3. Nelther oral swab testing nor patient self-raport of
negalive status are aceeptable for evidence,

€. Pharmacists must ask the {bllowing screening
question,

. Do you have existing kidney disease, or do you
know il your kidney function is decreased for any reason?

a. Il the answer is yes, the pharmacist shali urgently
order or refer the patient for a biood test to conflrm
creatinine clearance, ‘The pharmacist may sccept patient-
provided creatinine clearance lest results dated within 12
months (rom another lab or provider,

i If'the patient’s creatinine values are acceptable
for oral PrEP therapy, the pharmacist may proceed through
the rest of the protocol,

iil. If the patient’s creatinine values do not meet
orat PrEP therapy minimums according lo CDC Guidelines,
and the pharmacist is able to administer injectable PEP
therapy. the pharmacist may proceed through the rest of the
protocod for injectable PreliP therapy.

fii. If the patient’s creatinine vatues do not meect
oral PrEP therapy minimums agcording to CDC Guidelines
and does no{ desire injectabie PrER or the pharmacist is
unsble to administer injectable PrEP, the pharmacist shalf
refer to an appropriate provider.

3. The following patients should NOT be provided
PrEP under this protocel and should be referred 1o a primary
care provider for further action;

4. patients younger than 17 years ol age;

b, patients with reactive baseling HIV tesls:

¢ patients with sympioms which could indicate
acute HIV inleetion; or

d. patients on medications contraindicated with
PelP therapy selected.

4, A pharmacist may administer injectable PrEP
therapy, pursuant to R.8, 37:1 164 and the LAC 46,LH1,521,

5. Othet/Repeated Labs: Follow CDC Guidelines.

4. The pharmacist s authorized 10 order
recomstended Jabs and perform necessary FDA-approved
and CLIA-waived point-af-care tests for the patient OR to
reler the patient to another provider o order lab work and
aceepl resulls,

b. Al the patient’s request, PriP refiils wili be
authorized past the Initlal 30-day supply for oral or
injectable therapy i recommended baseline and follow-up

testing are done according to CDC Guidelines as ordered by
one ¢f the above moechanisms.

6, Counseling shall inctude (at minimum):

8, instruction regarding proper medication use.
adherence, schedule, and potentia! common and scrious side
cffeets (and how (o mitigate them);

. For injectable PrEP therapies: the long drug
“tail* of gradually declining drug levels when discontinuing
injections and the risk of developing a drug-resisiant strain
of H1V during this time;

b, descripiion of signsfsymptoms of acule HIV
infection and recommended actions,

¢ education on PrEP/PED;

d.  the necessity of follow up care with a primary
care provider for usual care; and

e. lhe importance and requirement of testing for
FILV, rena! function, lipil profile, Hepatitls B, and other
sexually transmitted inlections, per CDC Guidelines,

AUTHORITY NOTE:  Promulgaled in accordance with R.S.
37:1218.2,

HISTORICAL NOTE: Promulgated by the Department of
Health, Office of Public Health, LR 51:

§13613, HIV Post-Exposure Prophylaxis (PEP)

A. Post-Exposure Prophylaxis (PEP} is the use of
antiretroviral drugs afier a single high-risk event lo decrease
the visk of HIV seroconversion, PEP must be started as soon
as possible to be elfective and always within 72 hours of the
possible exposure,

B. Under this protocol, pharmacists may assess patients
17 yesrs of age and older for high-risk exposure to HIV and
dispense an cntire 28-day course of antjretroviral drugs if
appropriste. PEP should only be provided for Infrequent
BXPOSUNES,

C. Pharmacists wust ask the following screening
question:

1. Do you heve existing kidney disease, or do you
know if your kidney function Is decreased for any reason?

2. tf the patient has known kidney disease and can
provide renal function test results within 12 months, the
pharinacist may iniilate a PEP regimen per CDC Guidelines,

3. I the patient has known kidney disease and cannot
provide renal function test results within 12 months, the
pharmacist shall urgently refer the patient to a provider who
can see them to proceed with PEP initiatlon within 72 hours
of possible exposure,

D, It the pharmacy is not sble (0 provide care w the
patient, or If the patient does not qualify for care at the
pharmacy, the patient should be urgently relerred 1o another
provider,

E. Pharmacists shall follow CDC Guidelines, If the
following criteria are met, HIV PEP is recommended:

1. the exposure has likely oceurred within 72 hours of
the patient's arrival at the pharmacy;

2. an FDA-approved blood rapid test has yielded a
non-teactive result for HIV;

3. a blood rapid test is not available and PEP is
otherwise indicated; or

4. the patient’s vaging, recium, eye, mouth or ather
mucaus membrane, non-fntact skin, or perforated skin (e.g.,
needle stick) came Imo contact with body fluids from a
person with FITV within 72 hours before they sought care, I
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the exposure souree’s H1V status is unknown, the pharmueist
should make a case-by-vuse determination as lo whether PEP

should be nitlated. Bxposure types with the highest risk ol

transmission of HIV (0 be considered are;
a. needle sharing during injectlon diug use;
b.  pereutancous needle stick: and
¢ receptive anal intercourse,

F. The Tollowing patients should nol be preseribed PEP
under this protocol and should be referred (0 an appropriate
care provider for further action:

. patients younper than 17 yeurs ol age;

2. patients who seek care more than 72 hours after
potential exposure;

3. patients laking any contraindicated medications per
guidelines and package insert information;

4. patients with remctive or indeterminate baseline
HIV tests:

5. patienls who are taking PrEP who repotrt consistent
adherence to their medication regimen: or

6. patienis who indicate a history of chronic kidney
disease without providing renal Tunction test resulis dated
within 12 months,

G Other Considerationss

I, if the case tnvolves & sexvally assauled person
(including  potential  victims  of  humen trafficking),
phurmacists shall provide the patient with the information
neeessary o pursue o Sexual Assault Nurse Examiner
(SANLE) exam locally (each parish's SANE program is run
through the coraner’s office). as well as the contact
information for their closest rape crisis center,

2. [fuchild (under 17 years of age) presents to the
pharmacy with a raquest for PEP and is potentially a victim
of child abuse, child protective services must he contacted rt
L8554 LAKIDS {|-§55-452-5427),

H. Medication options include all FDA-approved or
CDC-recoramended  medications . or regimens for PEP,
Formulations,  cautions, and  dose adjustments  for
antiretroviral medications shall minimally follow the CDC
guidelines and package insert information for all regimens,

[ Labs: follow CDC Guidelines for PEP,

Lo Al elforts shouid be made to obtain a non-reactve
HHV test at baseline, However, the sooner PEP is initiated,
the mere effective it is, 1Fthe patient refuses to undergo HI1V
testing but s otherwise eligible lor PEP under this section,
the pharmacist may dispense PP,

2. For patlems who request PLEP. pharmacists shall
offer testing for olher sexunlfy transmitted infections or refer
them to another provider for testing,

3 The  pharmacist  is  authorlzed 1o order
recommended labs for the patient OR to refer the patient 1o
another provider to order lab work and accept results.

4. The pharmacist shall make every reasonable effort
t follow up with the patient post-trestment regimen at 4-6
weeks to test for confirmation of negative HIV status and
inform the patient thal repeat M1V testing is recommended at
three and six months as well,

4 counseling shall include (at minimu m);

1. instruction on proper medication use, adherence,
schedule, and patential common and serious side effects
{and how to mitipate them):

2. description of signsisymptoms of acute HIV
infection and recommended actions;
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3. emergency contraception, when appropriate;

4. the importance of engaging I routine primary care;

5. the importance and requirement of follow-up
testing for HIV, renei function, hepatic function, Mepatitis B
and C, and cther sexually transmitted infections, per CDC
Cuidelines; and

6. education about pre-exposure prophylaxis (PrER)
and the potential for future need.

AUTHORITY NOTE:  Promulgated in accordance and R.S.
37:218.2,

HISTORICAL NOTE:  Promulgated by the Depastment of
Health, Office of Public Health, LR 51
§13615. HIV PrEP and PEF Documentation

Requirements

A, Pharmagists shall document a focused assessment of
the patient’s eligibility for HIV PrEP/PEP Tollowing best
practices and guidelines for preventing HIV according to
CDC Guidelines,

B. Pharmacists shall document the patieni’s written
congent for HIV PBP/PEP-related testing, counseling,
administration, recordkeeping, and referrals., -

€. Pharmacists shail inform the patient's PCP of all test
results and medications preseribed within 50 days of
initisting HIV PrEP or PEP therapy with the paticnl’s
explicit weitten consent to do so.

D, If a petent does not consent o the release of their
information or does not have a PCE, the pharmacist shall
provide the patjent with documertation of their test results
and HIV PriiP or PEP medications and written information
about providers and clinies ftom which they may seek
ngelng care,

E. Pharmecisis shall inform the Department of Health of
any reactive HIV, Flepatiis B/C, or other sexually
ansmitted infection dest vesults uslng the procedures
adopted by the Louisiana Department of Health in LAC
SEILChapter 1,Section 107,

F. Pharmacists shall comply with all record-keeping
requirements adopted by the Louisiana Board of Pharmacy
in LAC 46,LIILChapter 11.Subchapter B. Sections [119-
1130,

AUTHORITY NOTE:  Premulgated in accordance with R.S.
3712182,

HISTORICAL NOTE: Pronwigated by the Department of
Health, Office of Public {ealth, LR 51;

§13617. Referral Requirements

A, Pharmacists shall rvefer patients with reactive HIV,
STI, or Hepatitis B or C tests 1o an appropriate care provider
for confirmatory testing and foilow-up care as applicable
and provide the patient with wrilten Information about
appropriate  providers and  clinies in their  desired
geographical area,

B, Pharmacists who paricipate in this protocol shall
immediately refer patients who display stans of acute HIV
Infection and desigrate such a referal s urgent with a
linkage to and/or H1V care provider,

C. Pharmacists shell refer any female patienls who
become pregnant while on PeBP 0 an appropriate clinieal
care provider, including prenalal care,

D. For ali patients who do not already have a PCP,
pharmacisis shall refer them to an appropriate provider,
stressing the importance of routine primary care and health
maittenance.



AUTHORITY NOTE:  Promulgaled in accordance with R.S.
37:1218.2.

IMISTORICAL NOTE:  Promulgated by the Department of
Health, Office of Public Mealth, LR Si:

§1361Y, Reimburscment

A, All health coverage plans, third-party adiministrators,
and pharmacy benefit managers operating within the state of
Louislana shali establish the process for pharmasists Lo
enroll as providers for the purposes of dispensing andfor
administering HIV PrEP and/or PRP, equivalen! to the
process established for other providers,

B. A pharmacist authorized 10 provide any service
relative (o HIY PrEP and/or PEP shal] be reimbursed at the
same rate as any other participating healthcare provider
providing such service in accordance with the patient’s
health coverage plan,

C, This Section shall not be construed Lo require a health
coverage plan or a thivd-party administrator o pharmacy
benefit manager to reimburse u pharmucist or pharmacy as
an in-network or preferred provider,

. The provisions ol this Section may opply 1o coverage
under a group or individual health coverage plan provided to
a resident of this siate regardless of whether the health
coverage plan policy, contract, or other agreement is
delivered, issued for delivery. or renewed {0 this state,

. No health coverage plan, thivd-party administeator, or
pharmacy benefil manager opsrating within the state of
Louisina shall deny any pharmacy the opportnity  to
participate in the PEP/PEP program offered in this state In
any manner that will restrain the right of u consumer to
select & plarmacy of their choosing,

F. Manufacturer and government financial assistance
programs for HIV PeEP and PEP exist for patients who are
uninsured, underinsured, or who meel firancial criterla.

AUTHORITY NOTE:  Promulgsied in accordance with R.S.
37:1218.2,

ITSTCRICAL NOTE: Promulgated by the Depariment of
Health, Office ol Public [Meaith, LR 51:

§13621, Standing Ovder

A, The Louislana Department of Health will issue a
standing order in compliance with and under the authority of
R.8. 37:1218.2 which shall be deemed a medical order for
any FDA-approved or CDC-recommended HIV PriP or PEP
therapy. as long as afl conditions of the statewide protocol
for R.8. 37:1218.2 are met, This standing order shall be valid
for one year from the date of issue.

B. Pharmacists dispensing and/or adminisiering HIV
PrEP or PEP medications may use the standing order to
prepare the presetiption and/or refill as necessary, provided
that al) other requirements and qualificalions necessary 1o do
50 are complete,

AUTHORITY NOTE:  Pronlgated in accordance with R.S.
Ihi28.2.

HISTORICAL NOTE;  Promulgated by the Department of
[ealth, Office of Public Health, LR 51:

Family Impact Statemoni

The proposed Rule should not hiave any known or
foreseeable fmpact on family formation, stability, and
autonomy. {n pacticular. the propesed Rule has no known or
faresceable impact on:

I, the stability of the Tamily:
2. the authority and rights of persons regarding the
education and supervision ol their children;
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3. the functioning of the Tamily;
4. [amily earnings and family budget;
5. the behavior wnd porsonsl responsibility of
children;
6. the ability of the family or a local government 1o
petform the function as contained in the proposed Rule,
Poverty Impact Statement
The proposed Rule should not have any known or
foreseenble Impact on any child, individual or family as
defined by R.S. 49:973(B). In particular, there should be no
known or foreseeable effact on:
I, the effect on houschold income, assets, and
financial security;
2. the effect on carly childhood develapment and
preschool through postsecondary edueation development;
3. the effect on  employmenl and  workforce
development;
4. the effect on taxes and tax credits
3. the effect on child and dependent care, housing,
health care, nutrition, transportation, and utilities assistance,
Small Business Analysis
In accordance with Sections 978.1 through 978.8 of the
Small Business Protwetion Act of Title 49 of the Louisiuna
Revised Statutes, there is hereby submitted a regulatory
Hexibility anaiysisfsmall business analysis on the Rule
proposed for adopiion, smendment of repeal. The impact of
the proposed Rule on small businesses as defined in the
Small Business Protection Act has been considered,
Louisiena  Department of Fealth does not expect that
adoption of the proposed smendments will have an adverse
economie impact on small businesses.
Provider Impact Statement
The proposed Rule should not have any known or
foreseeable impact on providers as defined by HCR 170 of
the 2014 Regular Legislative Session, In particutar, there
should be no knoewn or foresseable effect on;
I the effect on the staffing level requirements ot
qualifications required to provide the same level of service;
2. the wtal direct and indivecs effect on the cost to the
providers 1o provide the same leved ol serviee; or
3. the overall effect on the ability of the provider 1o
provide the sume level of service.
Public Comments
tnterested persons may submit writien comments on the
proposed Rule. Such comments must be received no later
than Monday, February 19, 2025 at close of business, 4:30
., and should be addressed to Dr Samuel Burgess,
Direcior, $TD, HIV, and Hepatitis Program, Bureau of
Infectious Disease, Louvisiana Department of Health, 1450
Poydras St., Suite 2136, New Orleans, LA 70112 or emailed
to Dr. Burgess at samuel.burgess@la.gov.
Public Hearing
Interested persons may submit a writlen request to
conduel a public hearing either by U.S. mail to ihe Office of
the Secretary AT'TN: LD Rulemaking Coordinator, Post
Office Box 629, Baton Rouge, LA 70821-0629; however,
such request must be received no later than 4:30 pm. on
Monday, February 10, 2025, 11 the criteriz sat lorth in R.S.
49:953(A)2)a) are satisfied, LDH will conduct a public
hearing at 10 am on Thursday, February 27, 2025, in Room
t17 of the Bienville Building, which is located at 628 North
Fourth Street, Baton Rouge, LA, To confirm whether or not
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a public hearing will be held. interested persons should first
call Allen Enger at (225) 342-1342 afier Monday. IFebruary
10. 2025, If a public hearing is to be held. all interested
persons are invited to attend and present data. views.
comments. or arguments. orally or in writing. In the event ol
a hearing. parking is available to the public in the Galvez
Parking Garage which is located between North Sixth and
North Fifth/North and Main Streets (cater-corner from the
Bienville Building). Validated parking lor the Galver Garage
may be available to public hearing attendees when the

parking ticket is presented toh, DI stal‘l'wﬂrinn. a \

Secretary

FISCAL AND ECONOMIC iMPACT STATEMENT
FOR ADMINISTRATIVE RULES
RULE TITLE: Administration and Treatment of
Human Immunodeficiency Virus

I ESTIMATED IMPLEMENTATION COSTS (SAVINGS) TO
STATE OR LOCAL GOVERNMENT UNITS (Summary)

There is an anticipated increased cost associated with this
proposed rule to the Louisiana Medicaid Program for additional
utilization of HIV PriEP and PEP medications to prevent HIV
transmission. but the amount is indeterminable prior to
implementation as there is insufficient peer-reviewed literature
on which to base accurate projections. It is anticipated that HIV
PrEP/PEP utilization will increase by an unknown amount due
to the increased access points that this proposed rule affords in
FYs 25, 26. and 27, 11 utilization increases. there may be a
decrease in Medicaid participants becoming infected with HIV
and a corresponding decrease in costs associated with HIV
treatment medications and related medical problems that could
oftset the LIV PrEP and PEP costs in future fiscal years, There
are no other anticipated implementation costs to other state or
local governmental units.

Il ESTIMATED EFFECT ON REVENUE COLLECTIONS OF STATE
OR LOCAL GOVERNMENTAL UNITS (Summary)

To the extent that the Louisiana Medicaid Program
experiences increased HIV PrlEP and PEP utilization among its
members. the state would draw additional federal fuinds
(revenuc) to cover those costs. This proposed rule is not
expected to affeet the revenue collections of other state or local
governmental units,

Il ESTIMATED CO AND/OR  ECONOMIC BENEFIIS TO
DIRECTLY AFFECTED PERSONS. SMALL BUSINESSES. OR
NONGOVERNMENTAL GROUPS (Summary)

The Pharmacist-Initiated HIV PrEP and PEP rules allow
pharmacists to directly dispense or administer 11V PrEP and
PEP medications to appropriate state residents, This could
provide cconomic benefits to Pharmacies/Pharmacists.

Also, this proposed rule may result in cost savings for
affected residents. as they would no longer need an additional
provider visit and preseription to access HIV PrEP and PEP
therapies. There are no other anticipated direct costs or
cconomic benefits 1o small businesses or non-governmental
groups associated with the Pharmacist-Initiated HIV PrEP and
PEP rules.

IV. ESTIMATED EFFECT ON COMPETTTION AND EMPLOYMENT
(Summary)

The proposed rule has no estimated effect on competition
and cmployment.

Tonya Joiner Patrice Thomas
Assistant Secretary Deputy Fiscal Officer
2501 #0489 Legislative Fiscal Office
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