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extended-release injectable suspension

Access and Reimbursement Guide

INDICATION

APRETUDE is indicated for pre-exposure prophylaxis (PrEP) to reduce the risk of sexually acquired HIV-1 infection in adults and adolescents weighing at least 35 kg who are at risk for HIV-1 acquisition.

Individuals must have a negative HIV-1 test prior to initiating APRETUDE (with or without an oral lead-in with oral cabotegravir) for HIV-1 PrEP.

IMPORTANT SAFETY INFORMATION
BOXED WARNING: RISK OF DRUG RESISTANCE WITH USE OF APRETUDE FOR HIV-1 PRE-EXPOSURE PROPHYLAXIS (PrEP) IN UNDIAGNOSED HIV-1 INFECTION

Individuals must be tested for HIV-1 infection prior to initiating APRETUDE or oral cabotegravir, and with each subsequent injection of APRETUDE, using a test approved or cleared

by the FDA for the diagnosis of acute or primary HIV-1 infection. Drug-resistant HIV-1 variants have been identified with use of APRETUDE by individuals with undiagnosed HIV-1 infection.
Do not initiate APRETUDE for HIV-1 PrEP unless negative infection status is confirmed. Individuals who acquire HIV-1 while receiving APRETUDE for PrEP must transition to a complete
HIV-1 treatment regimen.

CONTRAINDICATIONS
* Do not use APRETUDE in individuals:

* with unknown or positive HIV-1 status
® with previous hypersensitivity reaction to cabotegravir
® receiving carbamazepine, oxcarbazepine, phenobarbital, phenytoin, rifampin, and rifapentine

Please see additional Important Safety Information throughout. Please click for full Prescribing Information, including Boxed Warning, for APRETUDE.
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https://gskpro.com/content/dam/global/hcpportal/en_US/Prescribing_Information/Apretude/pdf/APRETUDE-PI-PIL-IFU.PDF

RESOURCES ACCESS OVERVIEW

ViiVCONNECT ViVConnect  CONDUCTING A BENEFITS VERIFICATION

ViiVConnect offers support resources to facilitate patient access to prescribed APRETUDE.
Your office has the flexibility to choose the level of patient support needed.
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You can determine how your practice will conduct a patient’s benefits verification and
navigate the acquisition of APRETUDE.

USING ViiVCONNECT PATIENT eSIGNATURE OPTION 1 OPTION 2

VERIFICATION

Benefits verification

Through ViiVConnect, you can: Get your patient’s eSignature Through ViiVConnect Independently managed results include:
. e authorization by scanning o . . ) .

Conduct a benefits verification the QR code below Enrollment in ViiVConnect Practices that choose this option will O (e
Ll . o ey N N . ° . . o po .
) 2 Navigate acquisition pathways (medical benefit, pharmacy benefit, offers your practice tools complete benefits verification and * Acquisition pathway
<O or both) and resources to help manage the acquisition of APRETUDE information
m — . . . . . .
) Receive patient-specific case management with a single point patients access pres.crlbed using their own established internal .
>0 of contact APRETUDE, supporting systems and workflows. FAreq s
Qu . . ) ) ) benefits verification and if any
oo Confirm eligibility and enroll patients in savings support programs product acquisition

Identify formulary exceptions, Prior Authorization (PA) Consider Realiﬁmye Benefl't Verification

requirements, and predeterminations to check a patients benefit and

) . . ) ) o) coverage information. Learn more

Get information on reimbursement claims, denials, and appeals ViiVConnect at ViiVConnect.com of visit the

Coordinate with specialty pharmacies to facilitate communication HCP Portal to access this tool.

with your patients Help your patients access their

prescribed ViiV medication
Receive patient enrollment status updates and identify

feel H H Call an Access Coordinator
= missing information 1-844-588-3288 (toll-free)
9 > Monday-Friday, 8 AM-8 PM (ET)
=< . o g . .
S= Enroll your patients in ViiVConnect via one of the Visit VilVConnect.com Factors that can affect access and reimbursement
5 |:I—: fouowi ng options: for patient support and resources
8 E Subject to eligibility and program terms and conditions. 1 2 e _ege 3 0
< EEI ¥ E Complete an ek Visit the Viivccnnect ViiVConnect programs do not constitute health insurance. Type of payer Acqulsltlon pathway Place of service

e APRETUDE HCP Portal to enroll your Understanding each patient’s An insurance plan may cover Insurance coverage for
e * Enrollment Form patients electronically and unique insurance is essential to APRETUDE under the medical APRETUDE, administered by a
and faxit to to take advantage of the helping them get their medication. benefit, pharmacy benefit, or both. provider, may vary depending on
1-844-208-7676 ortal’s additional offerings ; ; ;
P & Your patient may have coverage This information is confirmed Yvherg iz patler?t recfelves tr.1e|r
for APRETUDE under one of the during the benefits verification irfjzeie s LeElent: e ez
following payers: process, which helps determine Your office
. NivEiR er @emErEEl ho;v APRETUDZ\;VI[[ be acqt:.irer:: A hospital outpatient facility
0 IMPORTANT SAFETY INFORMATION (cont'd) insurance ane reimbursec for your patient An independent clinic
Z — . . . . .
=a WARNINGS AND PRECAUTIONS Medicaid and/or Medicare An Alternative Site of
9 . . A Care (ASOC), such as an
= (&) Comprehensive Management to Reduce the Risk of HIV-1 Infection: infusion clinic

Use APRETUDE as part of a comprehensive prevention strategy, including adherence to the administration schedule

and safer sex practices, including condoms, to reduce the risk of sexually transmitted infections (STIs). APRETUDE

is not always effective in preventing HIV-1 acquisition. Risk for HIV-1 acquisition includes, but is not limited to,

condomless sex, past or current STls, self-identified HIV risk, having sexual partners of unknown HIV-1 viremic status,

or sexual activity in a high prevalence area or network. Inform, counsel, and support individuals on the use of other IMPORTANT SAFETY INFORMATION (cont'd)
prevention measures (e.g., consistent and correct condom use; knowledge of partner[s] HIV-1 status, including viral WARNINGS AND PRECAUTIONS (cont'd)

suppression status; regular testing for STIs)
Comprehensive Management to Reduce the Risk of HIV-1 Infection: (cont'd)

= Use APRETUDE only in individuals confirmed to be HIV-1 negative. HIV-1 resistance substitutions may emerge in ) ) ) o
O individuals with undiagnosed HIV-1 infection who are taking only APRETUDE, because APRETUDE alone does not When using APRETUDE, HIV-1 testing should be repeated prior to each injection and upon ’A t d
= = constitute a complete regimen for HIV-1 treatment. Prior to initiating APRETUDE, ask seronegative individuals about diagnosis of any other STls pre _u e
5 <§( recent (in past month) potential exposure events and evaluate for current or recent signs or symptoms consistent Additional HIV testing to determine HIV status is needed if an HIV-1 test indicates possible CabotegraVIr 2[][] mg/ml.
oo with acute HIV-1 infection (e.g., fever, fatigue, myalgia, skin rash). If recent (<1 month) exposures to HIV-1 are HIV-1 infection or if symptoms consistent with acute HIV-1 infection develop following an extended-release injectable suspension
g 8 suspected or clinical symptoms consistent with acute HIV-1 infection are present, use a test approved or cleared by exposure event. If HIV-1 infection is confirmed, then transition the individual to a complete

= the FDA as an aid in the diagnosis of acute HIV-1 infection HIV-1 treatment

Please see additional Important Safety Information throughout. Please click for full Prescribing Information, including Boxed Warning, for APRETUDE. V||VInJecfabIes < 2 >


https://gskpro.com/content/dam/global/hcpportal/en_US/Prescribing_Information/Apretude/pdf/APRETUDE-PI-PIL-IFU.PDF
https://www.viivconnectportal.com/#/patient-esignature-authorization
https://www.viivconnect.com/content/dam/cf-viiv/viivconnect-v3/master/pdf/APRETUDE_English_Enrollment_Form.pdf
https://www.viivconnectportal.com/#/login
https://www.viivconnectportal.com/#/login
https://www.viivconnectportal.com/#/login
https://www.viivconnect.com/content/dam/cf-viiv/viivconnect-v3/master/pdf/APRETUDE_English_Enrollment_Form.pdf
https://www.viivconnect.com/content/dam/cf-viiv/viivconnect-v3/master/pdf/APRETUDE_English_Enrollment_Form.pdf
http://www.viivconnectportal.com/#/patient-esignature-authorization
http://www.viivconnectportal.com/#/login
https://www.viivconnect.com/hcp/
https://www.viivconnectportal.com/#/login
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COVERAGE DECISIONS

PRIOR AUTHORIZATION, EXCEPTION
REQUESTS, AND APPEALS <>

A payer may require more information than a prescription alone to cover APRETUDE.
There are 3 primary categories of requests for additional information:

1 Prior Authorization 2 Exception requests 3 Appeals

Prior Authorization (PA)

A PA is a common payer requirement where a provider must submit medical
necessity information before coverage is approved. If the benefits verification shows
that a PA is required for APRETUDE, prepare the necessary documentation to meet
the specific insurance or payer guidance.

Tips for submitting a PA

Use the most current PA form from the payer's Relevant clinical findings supporting therapy
website to avoid administrative rejection Letter of medical necessity summarizing the —
Include the following documentation to help clinical rationale and likely prognosis without =
prevent unnecessary delays or denials: preventive treatment with APRETUDE -
Copy of the medical and/or pharmacy benefit Confirm whether the PA is processed under the
insurance card(s) (front and back) pharmacy benefit (via the PBM) or the medical
Patient’s medical history and current condition benefit (via the health plan), as requirements

Primary and secondary diagnoses with 2R RS () s

ICD-10-CM codes, including the date and Electronic Prior Authorization (ePA) tools such
method of diagnosis as CoverMyMeds® may be appropriate for
pharmacy benefit submissions, but medical
benefit requests may be rejected if submitted
through pharmacy ePA platforms

Laboratory results with dates, including
confirmation that the patient has been tested
and is negative for HIV-1

Prior therapies/treatments and patient
response (eg, lack of response, intolerance,
contraindications)

CoverMyMaeds is a no-cost solution that automates the process providers and pharmacists use
for PA requests to help patients access their prescribed ViiV Healthcare medication faster.*!

ePA support is available. Need help getting started?

Exception requests

An exception request is made by a healthcare provider to a payer asking for
coverage of a specific medication, treatment, or service that is not typically
included in the insurer’s plan.

Common types of exception requests

Nonformulary exception: Requesting approval These requests are typically
for a medication or treatment not listed in the reviewed by the insurance
plan’s formulary company’s medical or pharmacy

team, and they may be approved
or denied based on the
submitted documentation and
the insurer’s policies.

Step therapy exception: If the patient cannot use the
preferred medication or treatment due to a medical
condition or previous treatment failure, a request is
made for a different, nonpreferred option

PA exception: When a treatment or service requires
prior approval but the provider requests an exception
based on the patient’s unique needs

Appeals

An appeal is a process used to challenge a payer’'s coverage decision. The appeal
process, whether it's a written explanation or a verbal request, will vary based on
the patient’s insurance plan.

Tips for submitting an appeal

Review the denial notice first. Confirm the Confirm the appeal requirements.

exact reason for the denial and determine Identify the required documentation
whether it is a true clinical denial or (eg, denial letter, letter of medical necessity,
an administrative issue (eg, incorrect patient records), the submission method,
form, incomplete submission, missing and the deadline

documentation, or coding errors). Do not Submit to the correct destination.

proceed with an appeal if the reason is unclear Send pharmacy PA appeals to the PBM, and
Verify the original submission. Ensure medical PA appeals to the payer, within the
the information submitted on the PA was required timeframe using the designated
complete and accurate. Correct any clerical or mailing address, fax number, or online portal

administrative errors and resubmit if needed

IMPORTANT SAFETY INFORMATION (cont'd)

WARNINGS AND PRECAUTIONS (contd)

*CoverMyMaeds ePA assistance is available only for ViiV Healthcare medications covered under a pharmacy benefit. Potential Risk of Resistance with APRETUDE:
fCompared to phone and fax methods. ) o ] ] ) o )

ICD-10-CM=International Classification of Diseases, Tenth Revision, Clinical Modification; PBM=pharmacy benefit manager. There 'sa potentllal rISk.Of developln.g res.lstanc.e to A.PRETUDE lra |nd|V|deaF a(?qUIre.s |__”V_1 ’

either before, while taking, or following discontinuation of APRETUDE. To minimize this risk, A d
IMPORTANT SAFETY INFORMATION (cont'd) it is essential to clinically reassess individuals for risk of HIV-1 acquisition and to test before pret_u e
WARNINGS AND PRECAUTIONS , each injection to confirm HIV-1-negative status. Individuals who are confirmed to have HIV-1 CabotegraVIr 200 mg/ml.
ekt infection must transition to a complete HIV-1 treatment. If individuals at continuing risk of HIV-1 extended-release injectable suspension
Comprehensive Management to Reduce the Risk of HIV-1 Infection: (cont'd) acquisition discontinue APRETUDE, alternative forms of PrEP should be considered and initiated
Counsel individuals without HIV-1 to strictly adhere to the recommended dosing and testing schedule for APRETUDE within 2 months of the final injection of APRETUDE

Please see additional Important Safety Information throughout. Please click for full Prescribing Information, including Boxed Warning, for APRETUDE. V||VInJectabIes < g >


https://gskpro.com/content/dam/global/hcpportal/en_US/Prescribing_Information/Apretude/pdf/APRETUDE-PI-PIL-IFU.PDF
https://www.viivconnect.com/content/dam/cf-viiv/viivconnect-v3/master/pdf/Sample_Letter_of_Medical_Necessity.pdf
https://www.covermymeds.com/main/support/?_gl=1*4upz9a*_gcl_au*MTcxNDc2Mzc5Ny4xNzc3NTc0NzM4*_ga*MjA4NzU0MjM2NS4xNzc3NTc0NzM4*_ga_SEBPFCPYZM*czE3ODA0MzMwNDkkbzIkZzEkdDE3ODA0MzMwNzQkajQyJGwwJGgw
https://www.covermymeds.health/resources
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COVERAGE DECISIONS

LETTER OF MEDICAL NECESSITY

Some payers and formulary decision-makers may require a letter of medical necessity

before authorizing a specific therapy for your patient. See below for a sample letter of
medical necessity. You will want to draft this rationale on official letterhead, keeping your
recommendation clear, concise, and compelling.

Consider including the following items in a letter of medical necessity:

Clearly state the rationale for why APRETUDE is appropriate for the patient

Support the therapy recommendation by citing the Prescribing Information, published study data,
and clinical guidelines, as appropriate

Specify if the patient is already on APRETUDE and is clinically stable
Explain why the formulary-preferred agents, if applicable, are not appropriate

Outline possible implications if the patient goes without therapy or if the patient is denied access

Sample letter

Go to viivconnect.com/sampleletter to customize a
sample letter based on your patient’s medical history.
Consider the following information:

oo Some insurance companies may have specific forms that must be
completed in order to document medical necessity

[ 7. i
at [PROVIDER TELEPHONE NUMBER,

ViiV Healthcare does not guarantee that use of this letter will result
in coverage for its products

IMPORTANT SAFETY INFORMATION (cont'd)

WARNINGS AND PRECAUTIONS (contd)

Long-Acting Properties and Potential Associated Risks with APRETUDE:
Residual concentrations of cabotegravir may remain in the systemic circulation of individuals for prolonged

periods (up to 12 months or longer). Take the prolonged-release characteristics of cabotegravir into consideration

and carefully select individuals who agree to the required every-2-month injection dosing schedule because
non-adherence or missed doses could lead to HIV-1 acquisition and development of resistance

Hypersensitivity Reactions:
Serious or severe hypersensitivity reactions have been reported with APRETUDE, including Stevens-Johnson
syndrome (SJS)/toxic epidermal necrolysis (TEN)

Discontinue APRETUDE immediately if signs or symptoms of hypersensitivity reactions develop. Clinical status,
including liver transaminases, should be monitored and appropriate therapy initiated

Please see additional Important Safety Information throughout. Please click for full Prescribing Information, including Boxed Warning, for APRETUDE.

ACQUISITION PATHWAYS

OVERVIEW

Your patient’s insurance plan will determine how APRETUDE is acquired and will be outlined in
the Summary of Benefits.

APRETUDE may be acquired through one of the following pathways:

Benefits verification

Pharmacy Benefit Medical Benefit

l

Specialty Pharmacy ¢«—  Assignment of Benefits (AOB)

Specialty Distributor
via Buy and Bill

Pharmacy benefit

[ If your patient’s insurance covers APRETUDE under View a list of specialty
f@ the pharmacy l?eneflt, OI’.If an AOB was F.)erformgd pharmacies and
under the medical benefit, then your office can likely distributors
acquire APRETUDE from a specialty pharmacy.
Refer to this list of
participating specialty
pharmacies and
Medical benefit distributors where you can
% If your patient’s insurance covers APRETUDE under acquire APRETUDE.
=~© the medical benefit, your office can purchase it

directly from a specialty distributor (Buy and Bill).

Assignment of Benefits (AOB)

In some instances, a specialty pharmacy may be able to bill the patient’s medical benefit, also
referred to as an AOB. An AOB is a secondary process used by a payer that will help determine if the
ViiV Injectable can be sourced through a specialty pharmacy while covered under a medical benefit.
The process varies widely by payer and, depending on your patient’s coverage, is not always an option.
Speak with your ViiV field reimbursement team if you would like to learn more about an AOB.

yand
i

Another acquisition pathway: An Alternative Site of Care (ASOC) is a medical facility that can manage the
medication acquisition process and administer APRETUDE to your patient.

Visit viivconnect.com/asocinfo for additional information on working with an ASOC.

IMPORTANT SAFETY INFORMATION (cont'd)
WARNINGS AND PRECAUTIONS (cont'd)

Hepatotoxicity: ’ApretUde

Hepatotoxicity has been reported in a limited number of individuals receiving cabotegravir with or Cabotegravir 2[][] mg/mL
without known pre-existing hepatic disease or identifiable risk factors extended-release injectable suspension

Clinical and laboratory monitoring should be considered and APRETUDE should be discontinued if

hepatotoxicity is suspected and individuals managed as clinically indicated
ViiVinjectables < 4 >


https://gskpro.com/content/dam/global/hcpportal/en_US/Prescribing_Information/Apretude/pdf/APRETUDE-PI-PIL-IFU.PDF
https://www.viivconnect.com/content/dam/cf-viiv/viivconnect-v3/master/pdf/Sample_Letter_of_Medical_Necessity.pdf
https://www.viivconnect.com/hcp/injectables/resource-library/?topic=4
https://www.viivconnect.com/content/dam/cf-viiv/viivconnect-v4/master/pdf/ViiV_Injectables_Specialty_Pharmacy_Network_Contact_Sheet.pdf
https://www.viivconnect.com/content/dam/cf-viiv/viivconnect-v4/master/pdf/ViiV_Injectables_Specialty_Pharmacy_Network_Contact_Sheet.pdf
https://www.viivconnect.com/content/dam/cf-viiv/viivconnect-v4/master/pdf/ViiV_Injectables_Specialty_Pharmacy_Network_Contact_Sheet.pdf
https://www.viivconnect.com/content/dam/cf-viiv/viivconnect-v4/master/pdf/ViiV_Injectables_Specialty_Pharmacy_Network_Contact_Sheet.pdf
https://www.viivconnect.com/content/dam/cf-viiv/viivconnect-v4/master/pdf/ViiV_Injectables_Specialty_Pharmacy_Network_Contact_Sheet.pdf
https://www.viivconnect.com/content/dam/cf-viiv/viivconnect-v3/master/pdf/Sample_Letter_of_Medical_Necessity.pdf
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FREQUENTLY USED CODES

These codes are only intended to support APRETUDE. The codes in this guide are not all
inclusive and are for informational purposes only; appropriate codes can vary by patient,
setting of care, and payer. The use of the following codes does not guarantee reimbursement.

CPT Modifier:

33 For delivery of an evidence-based service in accordance with a USPSTF A or B rating in effect and
other preventive services mandated by legal or regulatory bodies; add 33 to the procedure only for
commercial payers

HCPCS Codes HCPCS Billing Unit: 600 billing units?”

ICD-10-CM Diagnosis Codes! JO739 Injection, cabotegravir, 1 mg; effective July 1, 2022
R ded Cod GO0011 Individual counseling for pre-exposure prophylaxis by physician or qualified healthcare professional to
* Z29.81 ecommended Lode . . . prevent HIV. Includes: HIV risk assessment (initial or continued assessment of risk), HIV risk reduction and
Encounter for human immunodeficiency virus (HIV) pre-exposure prophylaxis medication adherence. 15-30 minutes
Z01.812 Encounter for preprocedural laboratory examination G0012 Injection of pre-exposure prophylaxis drug for HIV prevention, under skin or into muscle
Z11.3 Encounter for screening for infections with a predominantly sexual mode of transmission G0013 Individual counseling for pre-exposure prophylaxis by clinical staff to prevent human immunodeficiency
711.4 Encounter for screening for HIV \rir:jigggﬁlgzl#:;i?elv risk assessment initial or continued assessment of risk, HIV risk reduction, and
Z11.59 Encounter for screening for other viral diseases Q0519 Pharmacy supplying fee for HIV pre-exposure prophylaxis FDA approved prescription injectable
Z20.2 Contact with and (suspected) exposure to infections with a predominantly sexual mode of transmission drug, per 30-days
Z20.5 Contact with and (suspected) exposure to viral hepatitis Q0520 Pharmacy supplying fee for HIV pre-exposure prophylaxis FDA approved prescription injectable
Z20.6 Contact with and (suspected) exposure to HIV Gl DR IOCEDT
0521 Pharmacy supplying fee for HIV pre-exposure prophylaxis FDA approved prescription
Z72.51 High-risk heterosexual behavior Q y supptying P P prophy PP P P
Z72.52 High-risk homosexual behavior HCPCS Modifierss
272.53 High-risk bisexual behavior JW Drug amount discarded/not administered to any patient
279899 Other long-term (current) drug therapy Jz Zero drug amount discarded/not administered to any patient

Z51.81 Encounter for therapeutic drug-level monitoring
11 Office
17 Walk-in Retail Health Clinic
19 Off Campus—Outpatient Hospital
22 On Campus—Outpatient Hospital
49 Independent Clinic
71 Public Health Clinic
72 Rural Health Clinic

CPT Code for reporting the injection®?

96372 Therapeutic, prophylactic, or diagnostic injection (specify substance or drug); subcutaneous or intramuscular

ViiV Healthcare does not make any representation or guarantee concerning reimbursement or coverage for any service or item.

References: 1. National Alliance of State and Territorial AIDS Directors. Pre-exposure prophylaxis (PrEP), post-exposure prophylaxis
(PEP), and other HIV prevention strategies: billing and coding guide. Published October 2023. Accessed March 23, 2026.
https://nastad.org/sites/default/files/2023-10/PDF-HIV-Prevention-BillingAndCoding-101223.pdf 2. Carrara S, Widmer N, Rodino F,
et al. Therapeutic drug monitoring and point-of-care technologies: opportunities and current challenges. Ther Drug Monit.
2026;48(1):42-53. doi:10.1097/FTD.0000000000001384 3. American Medical Association. CPT® code 96372: injection of drug/
substance under skin or into muscle. Accessed March 23, 2026. https://www.ama-assn.org/practice-management/cpt/cpt-code-
96372-injection-drugsubstance-under-skin-or-muscle

IMPORTANT SAFETY INFORMATION (cont'd)

WARNINGS AND PRECAUTIONS (cont'd)
Depressive Disorders:

Depressive disorders (including depression, depressed mood, major depression, persistent depressive disorder,
suicidal ideation or attempt) have been reported with APRETUDE

Please see additional Important Safety Information throughout. Please click for full Prescribing Information, including Boxed Warning, for APRETUDE.

National Drug Codes®’

10-digit NDC APRETUDE 600-mg/3-mL kit 49702-264-23
11-digit NDC APRETUDE 600-mg/3-mL kit 49702-0264-23
Billing Units NDC =ML 3

ViiV Healthcare does not make any representation or guarantee concerning reimbursement or coverage for any service or item.

CPT=Current Procedural Terminology; FDA=United States Food and Drug Administration; HCPCS=Healthcare Common Procedure
Coding System; NDC=National Drug Code; PrEP=pre-exposure prophylaxis; USPSTF=United States Preventive Services Task Force.

References: 1. Wilcox A. Modifier 33 for preventive care. Find-A-Code website. Accessed March 23, 2026. https://www.findacode.com/
articles/modifier-33-for-preventive-care.html 2. National Alliance of State and Territorial AIDS Directors. Pre-exposure prophylaxis
(PrEP), post-exposure prophylaxis (PEP), and other HIV prevention strategies: billing and coding guide. Published October 2023.
Accessed March 23, 2026. https://nastad.org/sites/default/files/2023-10/PDF-HIV-Prevention-BillingAndCoding-101223.pdf

3. National Alliance of State and Territorial AIDS Directors. Introducing NASTAD'’s updated PrEP, PEP, and other HIV prevention
strategies. Billing and coding guide webinar. October 18, 2023. Accessed March 23, 2026. https://nastad.org/sites/default/
files/2023-10/PDF-Webinar-Slides-PrEP-Billing-Coding_0.pdf 4. Centers for Medicare & Medicaid Services. PrEP for HIV & related
preventive services. Updated March 18, 2026. Accessed March 23, 2026. https://www.cms.gov/medicare/coverage/prep 5. Centers for
Medicare & Medicaid Services. HCPCS quarterly update. Updated March 18, 2026. Accessed March 23, 2026. https://www.cms.gov/
medicare/coding-billing/healthcare-common-procedure-system/quarterly-update 6. Centers for Medicare & Medicaid Services. Fact
sheet: Medicare Part B coverage of pre-exposure prophylaxis (PrEP) for human immunodeficiency virus (HIV) prevention. Updated
February 25, 2026. Accessed March 23, 2026. https://www.cms.gov/files/document/fact-sheet-potential-medicare-part-b-coverage-
preexposure-prophylaxis-prep-using-antiretroviral.pdf 7. MLN Connects. Weekly edition. Centers for Medicare & Medicaid Services
website. Published November 14, 2024. Accessed March 23, 2026. https://www.cms.gov/training-education/medicare-learning-
network/newsletter/2024-11-14-mlnc 8. National drug code (NDC) conversion table. Maryland.gov website. Accessed March 23, 2026.
https://health.maryland.gov/phpa/OIDEOR/IMMUN/Shared%20Documents/Handout%203%20-%20NDC%20conversion%20t0%20

11%20digits.pdf 9. Nevada Medicaid. National drug code (NDC) billing reference. Medicaid.gov website. Updated
October 10, 2022. Accessed March 23, 2026. https://www.medicaid.nv.gov/downloads/provider/nv_billing_ndc_
’ Apretude
cabotegravir 200 mg/mL

reference.pdf
extended-release injectable suspension

IMPORTANT SAFETY INFORMATION (cont'd)
ViiVinjectables < 5 >

WARNINGS AND PRECAUTIONS (cont'd)
Depressive Disorders: (cont'd)

Promptly evaluate patients with depressive symptoms


https://gskpro.com/content/dam/global/hcpportal/en_US/Prescribing_Information/Apretude/pdf/APRETUDE-PI-PIL-IFU.PDF
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BILLING AND CODING: PROVIDER’S OFFICE

COMPLETE THE CMS 1500 CLAIM FORM

This form can be used for most payers, including Medicaid and commercial. When filling out
the form, be sure to use the correct date of service and codes. Submit the form within the
plan’s designated claim-filing time frame.

Key fields and codes to be used for APRETUDE have been highlighted.

@ Enter the appropriate ICD-10-CM diagnosis code(s)
(see page 5 for a list of codes).

e If a PA number is obtained by the payer, enter it here.

@ Enter the appropriate place of service code,! for example:

Office (code 11) Independent Clinic
Walk-in Retail Health (code 49)

Clinic (code 17) Public Health Clinic
Off Campus—OQutpatient (code 71)

Hospital (code 19) Rural Health Clinic

On Campus—Outpatient (code 72)
Hospital (code 22)

@ Enter appropriate CPT/HCPCS code:
CPT 96372 or HCPCS J0739 in the left column

@ i NOTE: For 340B customers, the TB Modifier must be
Ll used to replace the JG Modifier?
LU L
o — @ Enter the diagnosis code reference letter(s) (pointer) as
shown in Box 21,3 for example:
AB

NOTE: When multiple services are performed, the primary
reference letter for each service should be listed first®

@ Enter billing units:
One 600-mg kit = 600 billing units**

Submitting claims through an electronic health records (EHR) system
Note: Workflows may vary by EHR system. Required coding and clinical information must still be entered for
the claim form to generate and populate correctly.

1. Complete and close the patient encounter in the EHR 4. Ensure all required fields are completed

2. Navigate to the Claims or Billing section 5. Select the appropriate claim form (eg, CMS 1500

3. Enter required coding information, including ICD-10 or CMS 1450/UB-04)
diagnosis codes, CPT and/or HCPCS procedure codes, 6. Review the auto-populated claim form for accuracy
and NDC (for drug claims), along with applicable dose . Submit the claim electronically through the
or units EHR workflow

References: 1. National Alliance of State and Territorial AIDS Directors. Pre-exposure prophylaxis (PrEP), post-exposure prophylaxis
(PEP), and other HIV prevention strategies: billing and coding guide. Published October 2023. Accessed March 23, 2026. https://
nastad.org/sites/default/files/2023-10/PDF-HIV-Prevention-BillingAndCoding-101223.pdf 2. Centers for Medicare & Medicaid
Services. Revised Part B inflation rebate guidance:use of the 340B modifier. Published December 14, 2023. Accessed March 23, 2026.
https://www.cms.gov/files/document/revised-part-b-inflation-rebate-340b-modifier-guidance.pdf 3. National Uniform Claim
Committee. 1500 Health Insurance Claim Form Reference Instruction Manual for Form Version 02/12. Version 13.0. American Medical
Association; July 2025. Accessed April 24, 2026. https://www.nucc.org 4. National Alliance of State and Territorial AIDS Directors.
Introducing NASTAD's updated PrEP, PEP, and other HIV prevention strategies. Billing and coding guide webinar. October 18, 2023.
Accessed March 23, 2026. https://nastad.org/sites/default/files/2023-10/PDF-Webinar-Slides-PrEP-Billing-Coding_0.pdf

IMPORTANT SAFETY INFORMATION (contd)
WARNINGS AND PRECAUTIONS (contd)
Risk of Reduced Drug Concentration of APRETUDE Due to Drug Interactions:
The concomitant use of APRETUDE and other drugs may result in reduced drug concentration of APRETUDE

Please see additional Important Safety Information throughout. Please click for full Prescribing Information, including Boxed Warning, for APRETUDE.

BILLING AND CODING: HOSPITAL, NURSING FACILITY, OR OTHER INPATIENT FACILITY

COMPLETE THE CMS 1450/UB-04 CLAIM FORM

This form can be used for most payers, including Medicaid. When completing claim forms,
make sure the date of service, billing codes, and billing units are accurate. Submit the form
within the plan’s designated claim-filing time frame.

Key fields and codes to be used for APRETUDE have been highlighted.

Enter revenue code 0636 (drugs that require
detailed coding).!

Include the NDC qualifier N4, followed by the 11-digit NDC,
@ unit of measure, and quantity delivered to the patient:
While the NDC number issued by the FDA is a 10-digit

@@ @ number, most payers require an 11-digit number. To
convert to an 11-digit number, place a “0” before the
second set of numbers (after the first dash).
For example, the 11-digit NDC for APRETUDE would
be 49702-0264-23. Confirm all requirements, as they
may vary by payer
One APRETUDE 600-mg kit N4 49702-0264-23 ML 3

Q Enter appropriate CPT/HCPCS codes:
CPT 96372 or
HCPCS J0739 along with HCPCS JZ Modifier to indicate
a zero drug amount was discarded?
NOTE: For 340B customers, the TB Modifier must be used
to replace the JG Modifier®

'[0636 | One APRETUDE 600-H6 kiT 00139 JZ2
°l N4 49102-0264-23 ML 3

R
@ @ Enter the authorization or referral number if one is
assigned by the payer*

NOTE: Required when an authorization or referral number
is assigned by the payer and when the services on this
claim were preauthorized or a referral was involved*

@ Enter the appropriate ICD-10-CM diagnosis code
(see page 5 for a list of codes).

Important J-code information when filing claims for APRETUDE:

® Payers require the use of a J-code on a claim form
* CMS has issued a permanent J-code for APRETUDE: JO739 (injection, cabotegravir, 1 mg), effective as of July 1, 20225

CMS=Centers for Medicare & Medicaid Services.

References: 1. Centers for Medicare & Medicaid Services. Medicare coverage database. Accessed March 23, 2026. https://www.cms.gov/
medicare-coverage-database/view/article.aspx?articleld=55913 2. Centers for Medicare & Medicaid Services. HCPCS quarterly update.
Updated March 18, 2026. Accessed March 23, 2026. https://www.cms.gov/medicare/coding-billing/healthcare-common-procedure-system/
quarterly-update 3. Centers for Medicare & Medicaid Services. Revised Part B inflation rebate guidance: use of the 340B modifier. Published
December 14, 2023. Accessed March 23, 2026. https://www.cms.gov/files/document/revised-part-b-inflation-rebate-340b-modifier-
guidance.pdf 4. Centers for Medicare & Medicaid Services. Medicare Claims Processing Manual. Chapter 25: Completing and Processing

the Form CMS-1450 Data Set. Rev. 12423, Published December 20, 2023. Accessed April 24, 2026. https://www.cms.gov/regulations-
and-guidance/guidance/manuals/downloads/clm104c25.pdf 5. National Alliance of State and Territorial AIDS Directors. Pre-exposure
prophylaxis (PrEP), post-exposure prophylaxis (PEP), and other HIV prevention strategies: billing and coding guide. Published October 2023.
Accessed March 23, 2026. https://nastad.org/sites/default/files/2023-10/PDF-HIV-Prevention-BillingAndCoding-101223.pdf

IMPORTANT SAFETY INFORMATION (cont'd)

WARNINGS AND PRECAUTIONS (contd)
Risk of Reduced Drug Concentration of APRETUDE Due to Drug Interactions: (contd)

Refer to the full Prescribing Information for steps to prevent or manage these possible and
known significant drug interactions, including dosing recommendations. Consider the potential
for drug interactions prior to and during use of, and after discontinuation of APRETUDE; review
concomitant medications during use of APRETUDE
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PRODUCT INFORMATION /

’Apretude

cabotegravir 200 mg/ml

extended-release injectable suspension

Product and Strength 600 mg/3 mL cabotegravir

Count 1 vial of 600-mg/3-mL cabotegravir
extended-release injectable suspension

G0012* Injection of pre-exposure prophylaxis
drug for HIV prevention, under skin or
into muscle

YOUR FIELD REIMBURSEMENT CONTACT IS:

Reference: 1. Centers for Medicare & Medicaid Services. HCPCS quarterly update. Updated March 18, 2026. Accessed March 23, 2026.
https://www.cms.gov/medicare/coding-billing/healthcare-common-procedure-system/quarterly-update

IMPORTANT SAFETY INFORMATION (cont'd)
ADVERSE REACTIONS

The most common adverse reactions (incidence 21%, all grades) with APRETUDE were injection site reactions, diarrhea,
headache, pyrexia, fatigue, sleep disorders, nausea, dizziness, flatulence, abdominal pain, vomiting, myalgia, rash,
decreased appetite, somnolence, back pain, and upper respiratory tract infection.

DRUG INTERACTIONS
° Refer to the full Prescribing Information for important drug interactions with APRETUDE

® Drugs that induce UGT1A1 may significantly decrease the plasma concentrations of cabotegravir

Please see additional Important Safety Information throughout.
Please click for full Prescribing Information, including Boxed Warning, for APRETUDE.
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IMPORTANT SAFETY INFORMATION (cont'd)
USE IN SPECIFIC POPULATIONS

Lactation: Assess the benefit-risk of using APRETUDE to the infant while breastfeeding due to the potential for
adverse reactions and residual concentrations in the systemic circulation for up to 12 months or longer after
discontinuation

Pediatrics: Not recommended in individuals weighing less than 35 kg

V/.\ Trademarks are property of their respective owners.
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