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LAI Overview and Implementation 
Opportunities
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Pre-Exposure Prophylaxis 

for HIV Prevention (LAI PrEP)
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Outline

• Review current PrEP options and practice guidelines

• Advances in PrEP: Injectable option

• Implementation Workflows

• Successes and Challenges



PrEP Prescribing Options in 2022

• FDA approved

– Daily oral PrEP with TDF/FTC (Truvada and generic) 
• ~99% effective for sexual transmission

• ~74% for IDU transmission

• All populations

• CrCl > 60 mL/min

– Daily oral PrEP with TAF/FTC (Descovy)
• Cannot prescribe for cisgender women

• CrCl > 30 mL/min

– Injectable Cabotegravir (Apretude)

• Not FDA approved: On demand, event driven, 2-1-1 PrEP with 
TDF/FTC

Centers for Disease Control and Prevention: US Public Health Service: Preexposure prophylaxis for the 

prevention of HIV infection in the United States—2021 Update: a clinical practice guideline. 

https://www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2021.pdf. Published December 2021. 



Prescribing National Resources

• CDC PrEP/PEP Hotline

– 855-448-7737

– http://www.cdc.gov/hiv/living/treatment/hotline.html

• UCSF Clinical Consultation Center (CCC)

PrEPline

– 855-448-7737 (11 a.m. – 6 p.m. EST)

– http://nccc.ucsf.edu/clinical-resources/pep-resources/prep/

Centers for Disease Control and Prevention: US Public Health Service: Preexposure prophylaxis for the prevention of HIV infection in the United States—2021 

Update: a clinical practice guideline. https://www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2021.pdf. Published December 2021. 



Status Neutral Continuum

Buchbinder S and Liu A, Topics in Antiviral Medicine 2018

Nunn AC, et al. Defining the HIV pre-exposure prophylaxis care continuum. AIDS 2017

PrEP Care Continuum

HIV 
Test

HIV Care Continuum

What tools are needed to support 
implementing LAI PrEP

Community Education
Provider & Peer Navigator Education

Tools for PrEP Retention



CDC USPHS PrEP 2021



CDC USPHS PrEP 2021



CDC USPHS PrEP 2021

Injection window 
is +/- 7 days



Centers for Disease Control and Prevention: US Public Health Service: Preexposure prophylaxis for the prevention of HIV infection in the United States—2021 

Update: a clinical practice guideline. https://www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2021.pdf. Published December 2021.



FDA



FDA



The Science Behind LAI PrEP: 

HPTN 083 and HPTN 084



Landovitz RJ et al. Cabotegravir for HIV Prevention in Cisgender Men and Transgender Women. N Engl J Med 2021;385:595-608.
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Landovitz RJ et al. Cabotegravir for HIV Prevention in Cisgender Men and Transgender Women. N Engl J Med 2021;385:595-608.

High efficacy 

within subgroup 

analyses



Delaney-Moretlwe S. et al. Cabotegravir for the prevention of HIV-1 in women: results from HPTN 084, a phase 3, randomised clinical trial Lancet 

2022: 399:1779-89
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Delany-Moretlwe S. et al.  Long acting injectable cabotegravir: updated efficacy and safety results from HPTN 084. AIDS 2022, Montreal, abstract 

#OALBX0108

https://www.hptn.org/research/studies/hptn084

https://www.hptn.org/sites/default/files/inline-files/220803%20IAS%202022%20HPTN%20084%20for%20HPTN%20website%20revised_0.pdf



Delany-Moretlwe S. et al.  Long acting injectable cabotegravir: updated efficacy and safety results from HPTN 084. AIDS 2022, Montreal, abstract 

#OALBX0108

https://www.hptn.org/research/studies/hptn084

https://www.hptn.org/sites/default/files/inline-files/220803%20IAS%202022%20HPTN%20084%20for%20HPTN%20website%20revised_0.pdf



What’s in the PrEP pipeline and 

implementing LAI PrEP today can 

help implement tomorrow’s long-

acting PrEP options



Evidence for strategies to promote self injection, partner injection,  

task shifting for injection administration, overcome gluteal fillers/body 

contouring, and provide varying body injection sites

Han K, et al. AIDS 2022; Montreal, Canada; July 29-Aug 2, 2022; Abst. EPB176

Benn P, et al. AIDS 2022; Montreal, Canada; July 29-Aug 2, 2022; Abst. PESUB24



Han K, et al. AIDS 2022; Montreal, Canada; July 29-Aug 2, 2022; Abst. EPB176

Benn P, et al. AIDS 2022; Montreal, Canada; July 29-Aug 2, 2022; Abst. PESUB24

Evidence for strategies to promote self injection, partner injection,  

task shifting for injection administration, overcome gluteal fillers/body 

contouring, and provide varying body injection sites



Investigational Cabotegravir Formulations

Rein-Weston A, et al. Open Forum Infect Dis. 2019;6(suppl 2):S996. Abstract LB 8.
NCT04484337. ClinicalTrials.gov.
Hope TJ, et al. J Int AIDS Soc. 2021;24(suppl 1):12-13. Abstract OA04.04.

Microarray patch
(long-acting for HIV PrEP)

• Double-strength concentration 
(400 mg/mL)

• Phase 1 study of safety/ tolerability

– Subcutaneous (abdominal)

– Intramuscular (gluteus medius and 
vastus lateralis)

Cabotegravir LA
(reformulation)

Cabotegravir Implant
(non-biodegradable, retrievable)

Light microscopic image (x25)

1000 μm

In collaboration with
Northwestern University (NIH grant) 
• Sustained long-acting protection 

from HIV (SLAP HIV) program

10 mm











Implementing LAI PrEP: 

Workflow Challenges and 

Considerations



Lessons Learned from Injectable Antiretroviral 

HIV Treatment

• Fatigue among clinics from implementing two antiretroviral 

injection modalities at the same time: staffing for injection 

administration, documentation, follow up for missed injections, etc.

• Implementation challenges exist at the levels of:

1) client/patient: retention/missed appointments

2) provider/support staff: time/staffing for injections and follow up; 

fidelity to the clinical protocol

3) organizational/structural: resources/staffing for 

billing/paperwork/medication acquisition, injection appointment slots, 

missed appointment follow up, and injection administration and 

record keeping

• Notable challenges are medication acquisition in the setting of 

insurance turnover: “Buy and Bill” and injection acquisition for the 

uninsured (medications shipped from an outside pharmacy)



Implementing LAI PrEP: Workflow Challenges

• Implementation challenges exist at the levels of:

1) client/patient/community: messaging, decision making, and 

retention/missed appointments

2)  provider/support staff: PrEP decision making; time/staffing for 

injections and follow up; fidelity to the clinical protocol

3)  organizational/structural: resources/staffing for 

billing/paperwork/medication acquisition, injection appointment slots, 

missed appointment follow up, and injection administration and record 

keeping; keeping up with patient insurance turnover and medication 

acquisition; receiving medications from an outside pharmacy for the 

uninsured



Implementing LAI PrEP: Workflow Considerations

• Creating LAI PrEP implementation workgroups: 

– Workgroups and related sub-workgroups should address clinical 

protocol creation, issues in billing (medical vs pharmacy 

benefit), staff injection education, injection record keeping 

(timing medication acquisition with each PrEP client 

appointment), medication stock and pharmacy relationships, 

and addressing missed client injection appointments

• “LAI PrEP Clinic” days and PrEP injection administration staff 

– Staff required for injection administration, injection pick up from 

the pharmacy with timing related to client appointments,  

injection administration documentation, and follow up for missed 

appointments (window period for each injection is +/- 7 days)

– Due to the injection window period, there needs to be flexibility 

to schedule new appointments within 7 days for the same client



PrEP Implementation Limitations at the Policy Level

• Policies needed to foster national PrEP scale up for LAI PrEP 

(legislation/billing) and allow us to reach those who are not able to 

come into a clinic routinely

o Fosters non-traditional medicine (in-person provider in a clinic) --

-----1) provider, 2) virtual/in-person, 3) location

• Task shifting and onsite/offsite supervision requirements

– Non-provider injections (self/partner/non-licensed 

professional)

• Telehealth

• Locations: street medicine, pharmacies, other

o Fosters stable PrEP care coverage (office visit, labs, 

medications): coverage that accounts for insurance churning; 

national financing programs

• USPSTF ratings for ALL PrEP options and ALL services

o Other policies



Conclusions

• HPTN 083 and HPTN 084 demonstrated the efficacy data for 

injectable cabotegravir for PrEP compared to daily oral TDF/FTC

• Implementation challenges exist at the client/patient, 

provider/support staff, and organizational level

• Today’s implementation efforts and policy changes will accelerate 

the use of new PrEP products in the pipeline
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Long-Acting Cabotegravir for PrEP: 
Access and Coverage Considerations



• Apretude wholesale acquisition cost is $3,700 per 3 mL kit

• Oral cabotegravir (Vocabria) for optional oral lead-in available free of charge

• Apretude is not available through retail community pharmacies, but rather 
through specialty distributors or specialty pharmacies

• Can be procured by health care providers through “buy-and-bill”, “white 
bagging”, or “clear bagging” mechanisms

• As a provider-administered drug, insurers are most likely to cover Apretude as a 
medical benefit

• Insurers may also cover it as a pharmacy benefit, or as both a medical and 
pharmacy benefit

Access and Coverage Overview 

46
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Source: ACE TA CENTER. Long-Acting Injectable (LAI) Antiretroviral Therapy (ART): Coverage and Cost-Sharing Considerations for 
Ryan White HIV/AIDS Program (RWHAP) Clients. https://targethiv.org/ace/LAI-ART

Buy-and-Bill
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Source: ACE TA CENTER. Long-Acting Injectable (LAI) Antiretroviral Therapy (ART): Coverage and Cost-Sharing Considerations for 
Ryan White HIV/AIDS Program (RWHAP) Clients. https://targethiv.org/ace/LAI-ART

White Bagging



• Most commercial plans expected to cover Apretude as a medical benefit (vs. 
pharmacy benefit) 

• May not appear on plan’s traditional prescription drug formulary

• Apretude may be subject to utilization management (e.g., prior authorization) 

• If covered as medical benefit, 20% cost share (coinsurance) may apply; if covered 
as pharmacy benefit, specialty drug tiering may apply; separate office 
visit/administration cost sharing may also apply 

• Some plans may apply USPSTF Grade A recommendation to PrEP (no cost 
sharing); updated USPSTF recommendation pending 

• ViiVConnect copay assistance program available (up to $7,850 per year)

Coverage Considerations: Commercial Insurance

49



• Most Medicaid programs are expected to cover Apretude

• Coverage requirements, payment methods, and possible utilization 
management (e.g., prior authorization) vary state-to-state 

• Cost sharing is typically nominal 

• ViiVConnect copay assistance program cannot be used for Medicaid cost 
sharing

Coverage Considerations: Medicaid

50



• Apretude is expected to be covered under Part B as a provider-administered 
drug 

• Beneficiary may be responsible for up to 20% of the medication cost after the 
deductible requirement has been met

• Supplemental insurance coverage, Medicaid dual-eligibility, or enrollment in 
the Qualified Medicare Beneficiary (QMB) program may defray cost-sharing 
requirements

• ViiVConnect copay assistance program cannot be used

• Some Medicare Advantage plans that include prescription drug coverage (Part 
D) may opt to cover it as a pharmacy benefit

Coverage Considerations: Medicare

51



Apretude Billing and Coding Reference

52

Code 
Category

Code Number Description

NDC 49702-0244-23 Apretude 600 mg/3 mL kit

ICD-10
Z01.812, Z11.3, Z11.4, 
Z20.2, Z20.5, Z20.6, 
Z51.81, Z72.52, Z79.899

Multiple ICD-10 codes for HIV exposure and PrEP

ICD-10 B20 Human immunodeficiency virus (HIV) disease

CPT 96372 Therapeutic, prophylactic, or diagnostic injection (SQ or IM)

CPT 
Modifier

33
Commercial insurance only; in support of USPSTF Grade A 
recommendation for PrEP (no cost sharing); may not accept

HCPCS J0739 Injection, cabotegravir, 1 mg



• Reside in one of the 50 states, the 
District of Columbia, or Puerto Rico

• Have a household income <500% of 
the Federal Poverty Level (e.g.,: 
income that does not exceed $91,550 
in a household of two in 2022). 

• Not eligible for Medicaid (or Mi Salud, 
Puerto Rico’s government-funded 
health plan)

• Have no prescription drug coverage, or

• Have a Medicare Part B, Medicare Part 
D, or Medicare Advantage Plan, and 
have spent at least $600 or more on out-
of-pocket prescription expenses during 
the current calendar year, or

• Have a private insurance plan limited to 
generic-only coverage, outpatient use 
only, or therapeutic class exclusion 
(non-coverage) of a drug

Coverage Considerations: Low Income/Uninsured

53

And 
either

Apretude may be available at no cost via ViiVConnect for individuals meeting the 
following criteria:



Building Capacity for Injectable PrEP
in New York City

Benjamin Tsoi, MD, MPH
Director of HIV Prevention, HIV Prevention Program

Bureau of Hepatitis, HIV, and Sexually Transmitted Infections, New York City Health Department

Envisioning a New York City without transmission or illness related to viral hepatitis, HIV, and sexually transmitted infections.



Learning from Implementation of Oral PrEP

• FDA approved TDF/FTC for PrEP in 2012
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• When PrEP was initially approved in 2012,
• Small proportion of gay men in New 

York City knew about it
• Few providers were ready and willing 

to prescribe it 



• FDA approved TDF/FTC for PrEP in 2012

• In 2012, demand exceeded supply
• Many providers were reluctant to accept referrals

for patients outside their network/practice

• Many consumers were frustrated by lack of options
and providers to offer PrEP

Learning from Implementation of Oral PrEP



Purview Paradox

HIV Providers:
PCP are in the 

best position to 
prescribe PrEP

Primary Care Providers:

PrEP meds are too 
complicated

Krakower, AIDS and Behavior, 2014



Where Are We Now?
PrEP prescriptions increasing (until COVID-19)
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Where Are We Now?
PrEP prescriptions increasing, but there are disparities in use

More PrEP use 
among persons 
who are White 

than for persons 
who are Black or 

Latino



Where Are We Now?
PrEP prescriptions increasing, but there are disparities in use

More PrEP use 
among males than 

among females



Persons with Indications for PrEP

CDC PrEP Guidelines: https://www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2017.pdf 
†GC, CT, syphilis for MSM, including those who inject drugs
‡GC, syphilis for heterosexual women & men including those who inject drugs



Persons with Indications for PrEP

CDC PrEP Guidelines: https://www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2017.pdf 
†GC, CT, syphilis for MSM, including those who inject drugs
‡GC, syphilis for heterosexual women & men including those who inject drugs



Messaging about PrEP Resulted in Stigma



PrEP Stigma Predicts PrEP Uptake and Adherence

• Young people who hold stigmatizing attitudes regarding the use of  

Truvada as PrEP are less likely to take the HIV prevention pill

• If  they are on it, they are less likely to adhere to daily regimen

Conference on Retroviruses and Opportunistic Infections 2019



Injectable PrEP Implementation Considerations

• Promote and support prescribers (Supply) to meet the needs of consumers

• Increase number of providers who can prescribe PrEP

• Increase PrEP awareness and usage among persons who are Black and Latino, 
and among women

• Support consumers in
• Understanding PrEP options

• In deciding which option best suits their needs

• Promote and offer PrEP as a prevention option in a sex-positive and affirming 
manner



INJECTABLE PrEP WORKPLAN
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This Photo by Unknown Author is licensed under CC BY-NC

Injectable PrEP 
Community 

Needs 
Assessment

https://www.flickr.com/photos/safari_vacation/10362491406/
https://creativecommons.org/licenses/by-nc/3.0/


Injectable PrEP Community Needs Assessment  

• NYC Health Department conducted online needs assessment among staff of 
partner clinical and non-clinical agencies of community engagement initiative, 
New York Knows

• Needs assessment was conducted between March 14th to Apr 4th, 2022
• Sent to approximately 2,140 individuals

89 online surveys were completed 

43%| of respondents worked at health center or clinic  

38%|of respondents worked at CBO



Needs Assessment Summary
• More than a third of respondents said that they have begun discussing 

implementing injectable PrEP at their agency 

• Most respondents are either slightly prepared or not prepared at all to discuss 
injectable PrEP with their patients

• To make injectable PrEP available at their agency, respondents would need 
• Client education materials
• Provider education materials, and 
• SOPs for agency staff to implement in the next 3 months 



Need Assessment Summary (cont.)
• Top three topics that respondents wanted to learn more about were:

▪ Cost and insurance coverage

▪ Eligibility requirements 

▪ Side effects

• Out of those that see clients, more than half reported clients interested in injectable 
PrEP

▪ Of respondents that reported that their clients were disinterested in injectable 
PrEP the top three reasons were side effects, cost concerns and not knowing 
enough about CAB-LA 



• Most reported challenges to implementing injectable PrEP were:

• Insurance and prior authorization process

• Billing and reimbursement

• CAB-LA tail 
• Time period after injections have stopped, and slowly diminishing amount of 

cabotegravir remains in body of someone who received CAB-LA injections 

• Need for other preventive measure against HIV infection

Need Assessment Summary (cont.)
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Updating Health Department Website



https://www.hivguidelines.org/

Updated May 20, 2022
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Sending Updated PrEP Guidance to NYC Prescribers
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Building Supply Side for Injectable PrEP 

• Injectable PrEP requires more logistical support beyond writing prescriptions

• Create base of providers who can provide injectable PrEP (Supply)
• Partnered with University of Rochester (CDC CBA provider)

• Created a learning collaborative of agencies that can prescribe and offer injectable PrEP
• Asked for commitment to implement injectable PrEP during the course of learning collaborative

• Assemble implementation team

• Prescriber

• Someone who supports clients with education and navigation

• Facility administrator

• Pharmacist
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Next Steps

• From learning collaborative, we hope to gain information to inform
• Creation of implementation checklist and support materials to help prescribers

• Creation of patient education and social marketing materials
• Promote sexual health model for PrEP use

• Promote awareness of options and choice for clients

• Support for community-based organizations that conduct outreach and navigation services 
to PrEP prescribers in community
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Current NASTAD LAI Resources



Resource reviews:
• Cost and coverage considerations

• Oral lead-in coverage

• Patient access

• Payment assistance available

• Stocking and storing Apretude®

• USPSTF and Apretude® Coverage

• Lab requirements and more

Long-Acting Injectable PrEP is Here: Frequently Asked 
Questions (FAQs) for Implementation

88

Visit www.nastad.org/long-acting-injectable-prep



Soon to be updated:

Infographic: Long-Acting Injectable 
Cabotegravir Dosing

• Infographic walks through the 
required labs, initiation and dosing 
schedule for Apretude®. 

What else would-be helpful 
resources for you?

Additional Provider Education Resources

89
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PrEP Generics Entering the US Market: FAQs-

Billing Coding Guide for HIV Prevention: PrEP, Screening, and Linkage Services-

Infographic: Verifying PrEP as a Preventive Service-

NASTAD PrEP Coverage Brief: PrEP Services Covered with No Cost-Sharing

NASTAD’s PrEP Access Microsite

HIV BLUPrint (Hunter Alliance for Research & Translation (HART) &  Aaron Diamond AIDS 
Research Center (ADARC)

PrEPCoverageCheck.org

Diversifying PrEP Financing: Strategies to Leverage Funding across the PrEP Care Continuum

PrEP Access Resources

https://nastad.org/resources/prep-generics-entering-us-market-faqs
https://nastad.org/resources/billing-coding-guide-hiv-prevention-prep-screening-and-linkage-services
https://nastad.org/resources/prep_specialenrollmentperiod
https://www.nastad.org/resource/nastad-prep-coverage-brief-prep-services-covered-no-cost-sharing
https://www.nastad.org/prepaccess
https://hivbluprint.org/cabla
https://prepcoveragecheck.org/?m=main
https://nastad.org/resources/diversifying-prep-financing-strategies-leverage-funding-across-prep-care-continuum


Questions? 
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PrEP@NASTAD.org

Contact Information

For more PrEP Access Updates, join 
NASTAD’s PrEP Access Listserv! 

https://us5.list-manage.com/subscribe?u=bc887033bc1053f5e05909382&id=8a918e16d0

