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Abstract

Long-acting injectable antiretroviral therapy (LAI-ART) is expected to improve health outcomes among persons with HIV. Yet, uptake has been
slow and data on potential barriers to access are sparse. We used medication formulary data from state Medicaid and AIDS Drug Assistance
Programs (ADAPs) to examine state-level variation in access to LAI-ART among uninsured and low-income persons with HIV. We identified
substantial coverage gaps: cabotegravir/rilpivirine was not covered without prior authorization by 26 state Medicaid programs and not covered
at all by 15 state ADAPs; lenacapavir was not covered without prior authorization by 32 Medicaid programs and not covered at all by 18
ADAPs. As a result of these gaps, many US persons with HIV are currently unable to access LAI-ART. Policies that increase access are
needed to ensure the equitable distribution of LAI-ART. As states work to reduce supply and payment chain barriers, the US Department of
Health and Human Services, notably its Centers for Medicare & Medicaid Services and the Health Resources and Services Administration,

should provide increased federal assistance, guidance, and oversight to improve LAI-ART access among people with HIV.
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Long-acting injectable antiretroviral therapy (LAI-ART), a
novel provider-administered treatment for HIV, may be
preferred over daily oral therapy and is recommended for in-
dividuals who face adherence challenges on oral regimens.'®
Despite promising real-world evidence, uptake has been
slow, and there are limited data on potential barriers to access
to LAI-ART among uninsured and low-income persons with
HIV. Of all US persons with diagnosed HIV, 40% are insured
by Medicaid, and 27% receive insurance coverage or medica-
tion assistance through state AIDS Drug Assistance Programs
(ADAPs) funded by the federal Ryan White HIV/AIDS
Program (RWHAP).” There is overlap between these 2 pop-
ulations, and ADAPs can provide stopgap coverage for indi-
viduals who temporarily lose Medicaid; yet, the medications
covered by these 2 major payers may differ. Here, we use
medication formulary data to examine state-level variation
in access to LAI-ART through Medicaid and ADAPs.

Methods

Study setting

In the US, people with HIV generally access care as follows:
adults with ages 65 years or older or who have a qualifying dis-
ability receive Medicare. Those meeting state-specific financial
and other eligibility requirements receive Medicaid, perhaps in
addition to Medicare; in states that have adopted Medicaid ex-
pansion under the 2010 Affordable Care Act, all adults with
incomes <138% of the federal poverty level (FPL) receive

Medicaid. State Medicaid programs may provide coverage on
a fee-for-service (FFS) basis or through third-party managed
care organizations (MCOs); most states provide coverage pri-
marily through MCOs.'® People with HIV who are <65 years
old and do not qualify for Medicaid but have income below a
state-specific threshold ranging from 200%-500% FPL may
be eligible for federal assistance under the Ryan White CARE
Act, which established the RWHAP.'! Many of these individu-
als have private (eg, employer-sponsored or marketplace) or
public (eg, Medicare or Medicaid) insurance but receive supple-
mental coverage, such as assistance with cost sharing, from the
RWHAP; 35% are uninsured for either a short or prolonged pe-
riod and rely solely on the RWHAP.® Individuals with higher
incomes must obtain employer-sponsored or individual in-
surance or pay out of pocket, but may address affordability
challenges by accessing manufacturer-run patient assistance
programs.

As of October 2024, 2 forms of LAI-ART are available in the
United States: cabotegravir/rilpivirine (CAB/RPV; brand name:
Cabenuva) and lenacapavir (LEN; brand name: Sunlenca).
Cabotegravir/rilpivirine is delivered by intramuscular injection
every one or two months;' it was approved by the US Food and
Drug Administration (FDA) on January 21, 2021, for use in
adults who have achieved viral suppression (HIV-1 RNA <
50 copies/mL). On September 12, 2024, US Department of
Health and Human Services (HHS) guidelines were updated
to recommend the use of CAB/RPV in select individuals with
persistent virologic failure."'*'? Lenacapavir is delivered by
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subcutaneous injection once every 6 months in combination
with an optimized daily oral background regimen'; it was ap-
proved on December 22, 2022, for use in adults with
multi-drug-resistant HIV.

Data source

Data on state ADAP medication formularies were obtained
from the National Alliance of State and Territorial AIDS
Directors (NASTAD) ADAP Formulary Database, which con-
tains responses to a survey of state and territorial ADAP
Directors that has been conducted annually since 2014.
The survey captures all medications, vaccines, and labora-
tory tests that are covered by each state ADAP; prior author-
ization (PA) requirements are also captured beginning in
2024. We merged ADAP formulary data with publicly avail-
able data on the number and characteristics of ADAP clients
and all US persons with diagnosed HIV in 2022, obtained
from the 2022 RWHAP ADAP Annual Client-Level Report
and the Center for Disease Control and Prevention’s
AtlasPlus Tool. Data on Medicaid medication formularies
were abstracted from state Medicaid program websites and
Kaiser Family Foundation reports from May to August 2024
(details provided in the Appendix). State-level data on the char-
acteristics of persons with HIV who access care through
Medicaid were not available.

Outcomes

For this study, we assessed access to CAB/RPV and LEN
through state ADAPs based on whether a medication was
listed on the ADAP formulary as of January 1, 2022, 2023,
and 2024, and whether PA was required as of January 1,
2024. We also assessed access to CAB/RPV and LEN through
state Medicaid plans in August 2024. We classified states as
providing “uniform coverage with no PA” if a medication
was available without PA from FFS Medicaid and all managed
care organizations (MCOs); “non-uniform coverage” if the
medication was available without PA from FFS Medicaid
but not from one or more MCOs; and “no coverage without
PA” if PA was required by both FFS Medicaid and MCOs.
Additional details are provided in the Appendix.

Statistical analysis

We mapped changes in access to CAB/RPV and LEN
through state ADAPs from 2022 to 2024 and point-in-time
access to CAB/RPV and LEN through Medicaid in August
2024. We also compared the demographic characteristics
of ADAP clients in states with vs without ADAP coverage
of CAB/RPV or LEN and the characteristics of all US per-
sons with HIV.

Results

Data on state ADAP formularies were available for all states
and years except Delaware in 2022 and West Virginia in
2024. Data on state Medicaid program formularies were
available for all states except Montana, New Jersey, and
New Mexico.

Access to cabotegravir + rilpivirine
Through state ADAPs

Within 1 year of FDA approval (ie, by January 2022), CAB/
RPV had been added to the formulary of 28 (56 %) responding
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state ADAPs. That number increased to 40 (78%) by January
2023 and to 42 (84%) by January 2024. States that had not
added CAB/RPV to their ADAP formulary by January 2024
included Colorado, Kentucky, Louisiana, Missouri, Ohio,
Oklahoma, South Dakota, and Texas (Figure 1; Table 1). In
addition, 7 states that did cover CAB/RPV in 2024 required
PA (Alabama, Arkansas, Arizona, Delaware, Michigan, New
Jersey, and South Carolina).

Through Medicaid

In August 2024, 18 (37 %) state Medicaid plans provided uni-
form coverage of CAB/RPV with no PA, 5 (10%) provided
non-uniform coverage, and 26 (53%) provided no coverage
without PA. Of the states providing uniform coverage with
no PA, all but Alabama, Florida, and Mississippi had already
adopted Medicaid expansion (Figure 2; Table 2).

Access to lenacapavir
Through state ADAPs

Within 1 month of FDA approval (ie, by January 2023), LEN
was added to the formulary of 18 (35%) responding state
ADAPs. That number increased to 35 (70%) by January 2024
(Figure 1; Table 1). States that had not added LEN to their
medication formulary by January 2024 included Alabama,
Colorado, Connecticut, Delaware, Florida, Idaho, Kentucky,
Louisiana, Michigan, Mississippi, North Carolina, Oklahoma,
Tennessee, Virginia, and Wisconsin. In addition, 3 states that
did cover LEN in 2024 required PA (Arkansas, Illinois, and
Missouri).

Through Medicaid

In August 2024, 11 (23%) state Medicaid plans provided
uniform coverage of LEN with no PA, 5 (10%) provided non-
uniform coverage, and 32 (67%) provided no coverage with-
out PA. Of the states providing uniform coverage with no
PA, all but Alabama and Florida had already adopted
Medicaid expansion (Figure 2; Table 2).

ADAP client characteristics by LAI-ART coverage

Nearly 1in 5 ADAP clients (19 %) lived in a state whose ADAP
formulary did not cover CAB/RPV in January 2024 (based on
ADAP client-level data from 2022) (Table 3). Of states whose
ADAP formularies did not cover CAB/RPV, the state with the
greatest number of ADAP clients was Texas (n=25,739;
48%). Close to half (45.9%) of the 53203 ADAP clients in
states without formulary coverage of CAB/RPV were living
at or below the FPL compared to 41.1% of the 229242
ADAP clients in states with formulary coverage of CAB/
RPV. In states without formulary coverage of CAB/RPV,
ADAP clients were more likely to be Hispanic (28.1% vs
27.8%), White (31.9% vs 29.4%), American Indian/Alaska
Native (0.5% vs 0.3%), or multiracial (1.2% vs 0.8%) and
less likely to be Black (37% vs 39.5%), Asian (1.1% vs
2.0%), Native Hawaiian/Pacific Islander (0.1% vs 0.2%), or
transgender (1.8% vs 2.2%).

A third of ADAP clients (32%) lived in a state whose ADAP
formulary did not cover LEN in January 2024 (Table 3). Of
the states whose ADAP formularies did not cover LEN, the
state with the greatest number of ADAP clients was Florida
(n=31254; 34%). In states without formulary coverage of
LEN, ADAP clients were more likely to be living at or below
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(a) Cabotegravir/Rilpivirine?
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Figure 1. ADAP formulary coverage of long-acting injectable antiretroviral therapies and PA requirements by state, 2022-2024". Source: Authors’ analysis
of data from the NASTAD ADAP Formulary Database, 2022-2024. "Data on prior authorization requirements only available for 2024. 2Approved by the US
Food and Drug Association on January 21, 2021. *Approved by the US Food and Drug Association on December 22, 2022. Abbreviations: ADAP: AIDS

Drug Assistance Program; PA: prior authorization.

the FPL (43.2% vs 41.4%) and were more likely to be Black
(45.9% vs 35.7%), White (30.7% vs 29.5%), or American
Indian/Alaska Native (0.4% vs 0.3%) and less likely to be
Hispanic (21.2% vs 31.1%), Asian (0.9% vs 2.2%), Native
Hawaiian/Pacific Islander (0.1% vs 0.2%), or multiracial

(0.8% vs 0.9%).

Discussion

In 2024, LAI-ART remains inaccessible to many US persons
with HIV. One in 5 ADAP clients lives in a state whose
ADAP formulary did not cover CAB/RPV, and 1 in 3 lives in
a state whose ADAP formulary did not cover LEN, in
January 2024. ADAP clients in states without formulary
coverage of either medication were more likely to be living
at or below the FPL, and those in states without formulary
coverage of LEN were more likely to be Black. Medicaid bene-
ficiaries could not receive CAB/RPV without PA in more than
half of states and could not receive LEN without PA in two-
thirds of states.

State ADAPs are required to cover at least 1 drug from each
therapeutic class of HIV antiretrovirals, making them statutor-
ily required to cover LEN (the first capsid inhibitor approved to
treat HIV).'* However, this requirement is not time-bound, and
the Health Resources and Services Administration (HRSA) no

longer monitors the addition of new medications to ADAP for-
mularies as part of the ADAP performance measures."® In con-
trast, ADAPs are not required to cover long-acting formulations
of drugs from existing therapeutic classes, such CAB/RPV.
While 42 states have chosen to add CAB/RPV to their
ADAP formularies as of January 2024, the remaining cover-
age gap may prevent many clinically eligible patients from ini-
tiating CAB/RPV.'®'® As the treatment landscape changes,
HRSA should consider developing additional guidance and
support opportunities for state ADAPs that highlight the im-
portance of ensuring access to a broad range of therapeutic
options, not only across drug classes, but also across treat-
ment modalities.

State Medicaid programs are required to cover all me-
dications whose manufacturers have signed on to the
federal Medicaid Drug Rebate Program (which include
ViiV Healthcare and Gilead Sciences, the manufacturers of
Cabenuva and Sunlenca). However, states may impose util-
ization management restrictions such as PA.'” Medicaid
MCOs have broad discretion in applying these restrictions
unless their contracts define criteria by which specific medi-
cations must be covered. As a result, there can be substantial
variation in access to LAI-ART across Medicaid. To address
access barriers, stakeholders have called upon the Centers for
Medicare & Medicaid Services (CMS) to update a 2016
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Table 1. ADAP coverage of long-acting injectable antiretroviral therapies by state, January 2024.

CAB/RPV LEN

State Covered PA Covered PA No. of clients? % of clients
Alabama Yes Yes No n/a 4588 1.6
Alaska Yes No Yes No 87 0.0
Arizona Yes Yes Yes No 4427 1.6
Arkansas Yes Yes Yes Yes 2261 0.8
California Yes No Yes No 35183 12.3
Colorado No n/a No n/a 5751 2.0
Connecticut Yes No No n/a 1429 0.5
Delaware Yes Yes No n/a 1720 0.6
DC Yes No Yes No 1078 0.4
Florida Yes No No n/a 30636 10.7
Georgia Yes No Yes No 12755 4.5
Hawaii Yes No Yes No 445 0.2
Idaho Yes No No n/a 329 0.1
Illinois Yes No Yes Yes 14 445 5.1
Indiana Yes No Yes No 3992 1.4
Iowa Yes No Yes No 851 0.3
Kansas Yes No Yes No 1806 0.6
Kentucky No n/a No n/a 5430 1.9
Louisiana No n/a No n/a 4894 1.7
Maine Yes No Yes No 1074 0.4
Maryland Yes No Yes No 6994 2.5
Massachusetts Yes No Yes No 7193 2.5
Michigan Yes Yes No n/a 3619 1.3
Minnesota Yes No Yes No 1982 0.7
Mississippi Yes No No n/a 3272 1.1
Missouri No n/a Yes Yes 4768 1.7
Montana Yes No Yes No 316 0.1
Nebraska Yes No Yes No 1071 0.4
Nevada Yes No Yes No 3659 1.3
New Hampshire Yes No Yes No 659 0.2
New Jersey Yes Yes Yes No 6786 2.4
New Mexico Yes No Yes No 592 0.2
New York Yes No Yes No 23248 8.1
North Carolina Yes No No n/a 11683 4.1
North Dakota Yes No Yes No 366 0.1
Ohio No n/a Yes No 5463 1.9
Oklahoma No n/a No n/a 2402 0.8
Oregon Yes No Yes No 3941 1.4
Pennsylvania Yes No Yes No 6937 2.4
Rhode Island Yes No Yes No 523 0.2
South Carolina Yes Yes Yes No 5597 2.0
South Dakota No n/a Yes No 440 0.2
Tennessee Yes No No n/a 8481 3.0
Texas No n/a Yes No 28461 10.0
Utah Yes No Yes No 884 0.3
Vermont Yes No Yes No 415 0.1
Virginia Yes No No n/a 5255 1.8
Washington Yes No Yes No 4894 1.7
West Virginia b b b b 435 0.2
‘Wisconsin Yes No No n/a 1632 0.6
Wyoming Yes No Yes No 224 0.1
Total 285373 100

Source: Authors’ analysis of data from the NASTAD ADAP Formulary Database (2024) and the RWHAP ADAP Annual Client-Level Report (2021).
Abbreviations: ADAP, AIDS Drug Assistance Program; CAB/RPV, long-acting cabotegravir + rilpivirine (Cabenuva); DC, District of Columbia; LEN,

long-acting lenacapavir (Sunlenca); n/a, not applicable; PA, prior authorization.

#Persons receiving full-pay medication coverage, insurance premium assistance, or a medication co-pay or deductible through the RWHAP in 2021. Data for

Maryland are from 2020.
Data not available.

Informational Bulletin to guide states in ensuring equitable
access to LAI-ART, including by minimizing restrictive prac-
tices such as PA.*°

Notably, 48% of ADAP clients in states without ADAP for-
mulary coverage of CAB/RPV lived in Texas. ADAP clients are
not eligible for the manufacturer’s patient assistance program
for patients with limited or no insurance.”’ Additionally,

Texas has not adopted Medicaid expansion, so low-income
adults remain ineligible for Medicaid unless they are pregnant,
have dependent children, and are seniors or disabled. In
states like Texas, there may be large populations of low-
income people with HIV who are categorically unable to ini-
tiate LAI-ART. Additionally, even in states that have adopted
Medicaid expansion, beneficiaries often temporarily lose

Gz0z fienigad 1 uo 1senb Aq | 56586/2/91 01exbyz/c/ei0nie/iejoyoss.ielieyiieay/woo dno-olwspese//:sdny wolj papeojumoq



Health Affairs Scholar, 2025, 3(2), qxaf016

(a) Cabotegravir/Rilpivirine!
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Figure 2. Medicaid coverage of long-acting injectable antiretroviral therapies by state, 2024. Source: Authors’ analysis of data abstracted from state
Medicaid program websites, 2024. 'Approved by the US Food and Drug Association on January 21, 2021. 2Approved by the US Food and Drug

Association on December 22, 2022.

coverage (a phenomenon known as “churn”)—notably follow-
ing the 2023 discontinuation of the Medicaid continuous cover-
age provisions under the COVID-19 Public Health Emergency.
Individuals who successfully initiate LAI-ART through
Medicaid, but then temporarily lose coverage, may have diffi-
culty maintaining their regimen if they live in a state without
ADAP coverage of LAI-ART (ie, Louisiana, Ohio, and
Oklahoma for CAB/RPV and Alabama, Connecticut, Florida,
Louisiana, Michigan, North Carolina, and Virginia for LEN).
This is especially concerning for the success of long-acting regi-
mens due to their long pharmacokinetic tail (ie, they persist in
the body at sub-therapeutic levels beyond the dosing window),
raising concerns about drug resistance if a patient misses a dose
due to a loss of insurance coverage and cannot immediately fill a
“bridging” prescription for daily oral ART. In light of these

concerns, the US Department of HHS should consider facilitat-
ing partnerships between HRSA and CMS to maximize parity
in formulary design pertaining to long-acting formulations
across state ADAP, Medicaid, and other payers serving people
with HIV.

PA requirements are used for many purposes, including to
check for drug-drug interactions, ensure safety, and control
costs. However, when these processes are time-consuming
and complex, they can discourage providers from prescribing
longer-acting products that may support adherence and per-
sistence on ART.?? For example, Medicaid is required to cover
“medically necessary” prescriptions of CAB/RPV and LEN,
but that determination falls to plan administrators who may
not be up-to-date on the latest treatment guidelines, so pro-
viders may need to appeal an initial denial of coverage.'”*°

Gz0z Areniga4 11 uo 1senb Aq 1.56586./91 01exb/z/c/alon1e/lejoyossiieljeyleay/wod dno olwapeoe//:sdiy Wwolj papeojumoc



Health Affairs Scholar, 2025, 3(2), gxaf016

Table 2. Medicaid coverage of long-acting injectable antiretroviral therapies by state, August 2024.

State CAB/RPV LEN Medicaid expansion®
Alabama Uniform coverage, no PA Uniform coverage, no PA Not adopted
Alaska Uniform coverage, no PA Uniform coverage, no PA Adopted
Arizona No coverage without PA No coverage without PA Adopted
Arkansas No coverage without PA No coverage without PA Adopted
California Uniform coverage, no PA Uniform coverage, no PA Adopted
Colorado No coverage without PA No coverage without PA Adopted
Connecticut Uniform coverage, No PA Uniform coverage, no PA Adopted
Delaware Uniform coverage, No PA No coverage without PA Adopted

DC Uniform coverage, No PA Uniform coverage, no PA Adopted
Florida Uniform coverage, No PA Uniform coverage, no PA Not adopted
Georgia No coverage without PA No coverage without PA Not adopted
Hawaii Non-uniform coverage Non-uniform coverage Adopted
Idaho No coverage without PA No coverage without PA Adopted
Illinois No coverage without PA No coverage without PA Adopted
Indiana No coverage without PA No coverage without PA Adopted
Iowa No coverage without PA No coverage without PA Adopted
Kansas No coverage without PA No coverage without PA Not adopted
Kentucky No coverage without PA No coverage without PA Adopted
Louisiana Uniform coverage, no PA Uniform coverage, no PA Adopted
Maine Uniform coverage, no PA No coverage without PA Adopted
Maryland No coverage without PA No coverage without PA Adopted
Massachusetts Uniform coverage, No PA No coverage without PA Adopted
Michigan Uniform coverage, No PA Uniform coverage, no PA Adopted
Minnesota Non-uniform coverage Non-uniform coverage Adopted
Mississippi Uniform coverage, no PA No coverage without PA Not adopted
Missouri No coverage without PA No coverage without PA Adopted
Montana No coverage without PA No coverage without PA Adopted
Nebraska No coverage without PA No coverage without PA Adopted
Nevada No coverage without PA Non-uniform Adopted
New Hampshire No coverage without PA No coverage without PA Adopted
New Jersey b b Adopted
New Mexico b b Adopted
New York No coverage without PA No coverage without PA Adopted
North Carolina Uniform coverage, no PA Uniform coverage, no PA Adopted
North Dakota No coverage without PA No coverage without PA Adopted
Ohio Uniform coverage, No PA No coverage without PA Adopted
Oklahoma Uniform coverage, No PA b Adopted
Oregon Non-uniform coverage Non-uniform coverage Adopted
Pennsylvania Non-uniform coverage No coverage without PA Adopted
Rhode Island Non-uniform coverage Non-uniform coverage Adopted
South Carolina No coverage without PA No coverage without PA Not adopted
South Dakota No coverage without PA No coverage without PA Adopted
Tennessee No coverage without PA No coverage without PA Not adopted
Texas No coverage without PA No coverage without PA Not adopted
Utah No coverage without PA No coverage without PA Adopted
Vermont Uniform coverage, no PA No coverage without PA Adopted
Virginia Uniform coverage, no PA Uniform coverage, no PA Adopted
Washington Uniform coverage, no PA Uniform coverage, no PA Adopted
West Virginia No coverage without PA No coverage without PA Adopted
Wisconsin No coverage without PA No coverage without PA Not adopted
Wyoming No coverage without PA No coverage without PA Not adopted

Authors’ analysis of data abstracted from state Medicaid program websites and the Kaiser Family Foundation, 2024.

?As of May 8, 2024 (source: Kaiser Family Foundation).
®Data not available.

Previous studies have documented PA-related barriers in ac-
cess to LAI-ART among clinically eligible patients.'®'”-*?
For example, at 2 Ryan White clinics in Atlanta, 58% of pa-
tients who ultimately initiated CAB/RPV required PA, and
the median time from prescription to initiation was 46
days.'” As additional data on insurance approvals, denials,
and delays associated with prescriptions of CAB/RPV and
LEN become available, these data should be used to explore
the effects of PA and other forms of utilization management
on access to LAI-ART and opportunities to minimize these
restrictions.

Limitations

Coverage through medical benefits, rather than pharmacy
benefits, is not reflected in our results. Some state ADAPs pro-
vide insurance premium assistance in lieu of or in addition to
medication assistance, and third-party insurers may opt to
cover LAI-ART only through medical billing; the same applies
to many Medicaid MCOs. However, previous research sug-
gests that many clinics do not have the administrative resour-
ces to process medical claims for LAI-ART.** Additionally,
the time-consuming steps involved in verifying coverage
through medical benefits can result in weeks- or months-long
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Table 3. Total number and demographic characteristics of ADAP clients in states with and without ADAP medication formulary coverage of long-acting
injectable antiretroviral therapies in January 2024 and of all US people with HIV.

ADAP clients® US PWHP
By state ADAP coverage of CAB/RPV By state ADAP coverage of LEN Total
Covered Uncovered Covered Uncovered
N 229242 53203 190 868 91577 1092023
Race/ethnicity, %
Black 39.5 37.0 35.7 45.9 39.9
Hispanic 27.8 28.1 31.1 21.2 24.7
White 294 31.9 29.5 30.7 28.1
American Indian/Alaska Native 0.3 0.5 0.3 0.4 0.3
Asian 2.0 1.1 2.2 0.9 1.6
Native Hawaiian/Pacific Islander 0.2 0.1 0.2 0.1 0.1
Multiracial 0.8 1.2 0.9 0.8 5.4
Gender, %
‘Woman 19.4 19.2 19.0 20.1 22.7
Man 78.8 78.7 79.1 78.1 75.9
Transgender/AGI 1.8 2.2 1.9 1.8 1.4
Below federal poverty level, % 41.1 45.9 41.4 43.2 N

Authors’ analysis of data from the NASTAD ADAP Formulary Database (2024), the RWHAP ADAP Annual Client-Level Report (2022), and the CDC’s

AtlasPlus Tool (2022).

Abbreviation: ADAP, AIDS Drug Assistance Program; AGI, additional gender identity; CAB/RPV, long-acting cabotegravir + rilpivirine (Cabenuva); LEN,

long-acting lenacapavir (Sunlenca); PWH, people with HIV.

*Persons receiving full-pay medication coverage, insurance premium assistance, or a medication co-pay or deductible through the RWHAP in 2022. Total and

demographics exclude West Virginia.
PUS people with diagnosed HIV ages 13+ in 2022.
“Data not available.

delays between the prescription and initiation of LAI-ART.'®**
Others have highlighted the urgent need for streamlined ad-
ministrative processes to reduce the time and monetary costs
associated with the delivery of provider-administered medi-
cations—a challenge that is not unique to HIV.*>*® Yet,
provider-administered medications are excluded from a
recent federal regulation meant to streamline PA within
Medicaid."”

Another limitation of our analysis is the lack of data on
private insurance coverage of LAI-ART. Approximately
42% of US persons with HIV had private insurance in
2022, including 30% of ADAP clients.'""*” It is unknown
whether privately insured individuals, including those who
are not eligible for Ryan White or Medicaid, are facing simi-
lar or worse access compared to those who rely on Medicaid
and ADAPs. There are also limited data on potential dispar-
ities in access to LAI-ART among individuals with private in-
surance or Medicaid.

There are currently limited clinic- and individual-level data
on uptake of LAI-ART. There may be clinic-level barriers
even in states where Medicaid/ADAPs cover CAB/RPV and
LEN.'!8:28-30 For example, unless health systems can pro-
cure provider-administered medications from in-house spe-
cialty pharmacies (“clear bagging”), they must either order
them as needed from outside specialty pharmacies (“white
bagging”) or purchase them up-front (“buy-and-bill”); cover-
age decisions and turnaround times vary across these procure-
ment mechanisms. There are likely additional structural
barriers at the individual level, such as time and transportation
costs associated with the additional lab tests and regular clinic
visits required to obtain LAI-ART. Future analyses should
link multi-level barriers and potential facilitators of LAI-
ART access to individual-level uptake and health outcomes.
Additionally, it will be important to consider whether access
barriers have exacerbated disparities in care continuum out-
comes among people with HIV.

Conclusion

Gaps in coverage of CAB/RPV and LEN affect large numbers of
people who access ART through state Medicaid programs and
ADAPs. States should work to reduce administrative obstacles,
including supply and payment chain barriers, to promote equit-
able access to LAI-ART. CMS and HRSA should provide in-
creased federal support and oversight to state ADAPs and
Medicaid programs as they grapple with how to provide access
to LAI-ART, and HHS should consider facilitating partnerships
between CMS and HRSA to increase parity in formulary design
across payers serving people with HIV.
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