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that can virtually eliminate acquisition of the virus,
known as pre-exposure prophylaxis or PrEP.

Fewer than 25 percent of individuals with PrEP
indications according to Centers for Disease Control
and Prevention (CDC) guidelines actually receive a
PrEP prescription. Among those who do receive a pre-
scription, adherence is also challenging. Individuals
most at risk for HIV acquisition are least likely to have
reliable access to PrEP. There are also enormous dis-
parities across race, ethnicity, gender, and geography.

This document proposes a financing and delivery
system to unlock broad access to PrEP for those most
vulnerable to HIV acquisition. A national PrEP pro-
gram would provide access to medications using a
federal procurement strategy coupled with state and
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Abstract: The U.S. has the tools to end the HIV
epidemic, but progress has stagnated. A major
gap in U.S. efforts to address HIV is the under-
utilization of medications that can virtually elimi-
nate acquisition of the virus, known as pre-expo-
sure prophylaxis (PrEP). This document proposes
a financing and delivery system to unlock broad
access to PrEP for those most vulnerable to HIV
acquisition and bring an end to the HIV epidemic.

Executive Summary

The U.S. has the tools to end the HIV epidemic, but
progress has stagnated. A major gap in U.S. efforts to
address HIV is the under-utilization of medications

local implementation. It would also support access to
needed laboratory services where there are no other
sources of payment. The system would move away
from the current reliance on high-cost, brand-name
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drugs that have resulted in overly complex, difficult-
to-navigate programs for the uninsured and a rela-
tively small number of access points in the Medicaid
program.

A national PrEP program would dramatically and
equitably expand PrEP access today and create a plat-
form for the effective and rapid deployment of novel
PrEP medications tomorrow. In doing so, it would
help put the national effort to end the HIV epidemic
on track to reduce new infections by 90 percent by
2030. Moreover, by developing a network of frontline
community health organizations, a national PrEP pro-
gram would accelerate efforts to address other public
health emergencies, including COVID-19 and the opi-
oid overdose crisis.

Overview
In 2019, nearly 37,000 people in the U.S. were diag-
nosed with HIV. Black and Latinx/Hispanic indi-
viduals comprised 42 percent and 29 percent of new
diagnoses, respectively.! Every person living with HIV
requires a lifetime of treatment at an estimated indi-
vidual cost of about $501,000, with potential adverse
effects that include liver toxicity, and insulin resis-
tance.>? HIV was the underlying cause of death for
more than 5,000 people in 2019 in the U.S.3

The HIV epidemic can be stopped. In 2019, the
federal government launched a major new initiative
called Ending the HIV Epidemic, investing more
than $500 million in HIV prevention, treatment, and
research programs. The goal is to reduce new HIV
infections in the United States by 90 percent by the
year 2030.* Though achievable, success will require
substantial improvement over the modest 9 percent
decline in new diagnoses from 2015 to 2019.

Figure |
Overview of National PrEP Program

A national PrEP program would:

Expand access to PrEP medications and lab services
for people who are uninsured and on Medicaid

Allow the federal government to negotiate with man-
ufacturers and labs for fair public health prices

Scale up access to generic PrEP medication as a safe,
effective, and cost-effective option for the majority of
those indicated for PrEP

Create an expansive provider network of community-

based PrEP providers serving the uninsured and
Medicaid
Work in tandem with existing PrEP funding and pro-

grams to supplement, not supplant programs and
activities that are working well.

A major gap in U.S. efforts to address HIV is the
under-utilization of medications that can virtually
eliminate acquisition of the virus.® The preventive use
of these medications is known as pre-exposure pro-
phylaxis, or PrEP.” Only 25 percent of people with an
indication for PrEP receive it,® with large disparities
by race, ethnicity, gender, and geography. In 2020,
the CDC found that 66 percent of White Americans
recommended for PrEP received a prescription, com-
pared to 16 percent of Latinx/Hispanic Americans
and just 9 percent of Black Americans.?

This document proposes a PrEP financing and
delivery system to unlock broad access for those most
vulnerable to HIV acquisition.

PrEP access is complex, and there are many reasons
beyond financing challenges for low utilization in the
U.S. These include stigma, low HIV risk perceptions,
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lack of provider understanding of PrEP, and other
social determinants of health that impact access to a
wider range of public health and health care services.
A more effective national PrEP financing and deliv-
ery system alone will not solve these important issues.
It can, however, serve as a mechanism for addressing
these issues more effectively.

This is a policy proposal to help put the U.S. on
track to end the HIV epidemic.

Background

1. PrEP is effective — and cost effective.

First approved by the Food and Drug Administration
(FDA) in 2012, PrEP medications are antiretroviral
medications that can be taken regularly to prevent
acquisition of HIV.10

There are now two approved PrEP combinations
for oral administration: emtricitabine/tenofovir diso-
proxil fumarate, known as TDF/FTC, and emtric-
itabine/tenofovir alafenamide, known as TAF/FTC.
Their indications are similar, with the exception that
TAF/FTCis not FDA-approved for cisgender women.!
These medications are about 99 percent effective at
preventing acquisition of HIV from sex and at least
74 percent effective at preventing acquisition of HIV
from injection drug use.’? In addition to their high
effectiveness, these medications are generally safe
when used as directed.’

A third medication, long-acting injectable cabote-
gravir marketed by ViiV Healthcare under the brand
name Apretude, is an injectable formulation taken
every two months approved by the FDA in December
2021.% The FDA approved Apretude based on success-
ful clinical trials showing increased adherence. This
administration route will likely have advantages for
some individuals.”® There are other products, includ-
ing monthly pills, in the development pipeline.’

The CDC has estimated that successful expansion of
PrEP access, in combination with other interventions,
can be expected to prevent as many as 1in 5 new HIV
infections each year.”” Other countries that have dra-
matically scaled up access to PrEP have demonstrated
even more significant reductions in HIV incidence.’®
Because of this potential, along with expanded access
to testing and treatment, PrEP access is a core pillar
of the national Ending the HIV Epidemic initiative.!?

People taking PrEP also require ongoing access to
a set of recommended laboratory services, including
tests for HIV, kidney function, and sexually transmit-
ted infections.2° Stable access to care is essential to
effective PrEP use, because stopping the medications
prematurely is associated with increases in HIV risk.>!

PrEP can also be highly cost effective. TDF/FTC
is available in low-cost, generic form, with prices as

10

Figure 2
PrEP Coverage by Race/Ethnicity, 2020

WHILE 25% OF PEOPLE ELIGIBLE FOR PREP WERE PRESCRIBED
IT IN 2020, COVERAGE IS NOT EQUAL
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low as $26/month for a 30-day supply — compared
to an approximately $1,900 list price per month for
branded TAF/FTC.?2 Because lower cost generic PrEP
is safe and effective for the vast majority of individuals,
expansion of PrEP access can be affordable and cost-
saving to the healthcare system.2? Similarly, ensuring
that new PrEP products are available at fair prices to
all those who need them will ensure cost-effective and
sustainable access as new medications are approved.

2. PrEP is under-utilized, with large disparities by
race and ethnicity.
Despite the strong evidence of PrEP effectiveness in
preventing HIV infections, only 25 percent of people
who are indicated for PrEP have actually received a
prescription.2* The rate of use is far below the 50 per-
cent target set as a federal benchmark for the Ending
the HIV Epidemic initiative.?s The number of new
PrEP users further dropped during the COVID-19
pandemic.26

There are alarming and growing disparities by race
and ethnicity in who is aware of and prescribed PrEP.
(Figure 2). White individuals are over seven times
more likely to use PrEP than Black individuals and
over four times more likely to use PrEP than Latinx/
Hispanic individuals.?” Despite greater HIV incidence
among Black and Latinx gay, bisexual, and other sexual
minority men (SMM),28 White SMM are significantly
more likely to report PrEP awareness, discussion with
a health care provider, and use.?? These disparities
also track geographic lines, with the South accounting
for only 30 percent of PrEP users, but more than half
of new HIV diagnoses.?°

Not only is access to PrEP fairly low overall, there
also continue to be challenges in achieving optimal
PrEP persistence (i.e., consistent use of PrEP over
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time) with wide variations depending on type of payer
and race/ethnicity.?!

Finally, there are also major gaps based on gender,
with PrEP use nearly three times as high among men
than among women, and based on gender identity,
with only three percent of sexually active transgender
people using PrEP.32

3. PrEP access in the U.S. for people without
health insurance is fragmented, complex, and
inadequate.

Since 2012, when the first PrEP product was approved
by the FDA, the PrEP landscape has been dominated
by two brand-name products manufactured by Gilead

Table |

Sciences — Truvada (TDF/FTC) and Descovy (TAF/
FTC), with list prices of about $1,800 and $1,900 per
month respectively in January 2022.33

These high initial prices put a robust, centralized
public health response to PrEP access for the unin-
sured out of reach. In the U.S., there is broad access
to treatment for people with HIV through the federal
Ryan White HIV/AIDS Program. However, there is
no similar comprehensive public health safety net for
PrEP access. When PrEP was first approved — with
impressive safety and efficacy — the nation should
have been engaged in a widespread national campaign
to build demand for this new product. But the pro-

Fragmented Access to PrEP for Uninsured People in the U.S.

Provider network limitations

Program/Pathway

Medication

Labs

Gilead Advancing
Access
(manufacturer
assistance program)'

Truvada and Descovy

No lab services or other PrEP
ancillary services are covered

Broad pharmacy distribution
network

Assistance Programs
(limited to handful of
states)?

refer to Gilead patient
assistance program or Ready,
Set, PrEP for medication
(Truvada or Descovy)

programs cover lab services
and clinic visits

Ready, Set, PrEP Truvada and Descovy No lab services or other PrEP | More limited pharmacy distribution
(federal PrEP ancillary services are covered | network

program)?

State PrEP Generally, no drug benefit; Most state PrEP assistance Limited clinical provider network

340B PrEP programs

Purchase drugs at 340B
discount; financial incentive
for 340B providers to
prescribe Truvada and
Descovy over generic TDF/
FTC

Most 340B PrEP providers
cover lab services and clinic
visits, and outreach and
linkage services, but 340B
revenue used to provide
these services is diminishing

Access depends on availability of
local 340B provider with a PrEP
program

CDC HIV prevention
funding*

CDC policy prohibits use of
most HIV prevention funding
for PrEP “medications, clinical
care, or labs other than HIV
or viral hepatitis screening”

As of November 2021,

CDC policy now allows HIV
prevention funding to be used
for PrEP ancillary services,
including labs.

Wide network of HIV prevention
providers (community-based
organizations, STD clinics, and
health departments) funded to
provide PrEP outreach, education,
and other ancillary services
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hibitively high price made only a limited PrEP rollout
possible.

Instead, access to PrEP has come through a patch-
work of overlapping and often confusing manufac-
turer assistance programs, state PrEP assistance pro-
grams, and federal efforts. (Table 1).

Programs for the uninsured still remain centered
on brand-name manufacturer assistance and dona-
tion programs and predominantly favor brand-name
products. For example, the federal safety net program
for PrEP launched in 2019, known as Ready, Set,
PrEP, depends on a substantial donation of Truvada
and Descovy by Gilead Sciences.?* It notably does
not include any other product, despite the fact there

stop using PrEP to avoid the hassle of repeated dem-
onstrations of need.?

The complex approach to access for the uninsured
is contrary to the evidence demonstrating that easy,
rapid access is needed for this population. A recent
study found that nearly 1 in 5 people prescribed PrEP
did not pick it up at initiation at the pharmacy.?8 Stud-
ies consistently find that interventions that deliver
medications quickly (referred to as “low threshold”) —
such as drop-in visits, same-day PrEP,? streamlined
testing, standing orders for labs, and 90-day pre-
scriptions — correlate with greater PrEP uptake and
persistence.*® These models include pharmacy-based
PrEP and mobile PrEP programs.* The latter are par-

The complexity disproportionately impacts communities that historically
lack easy access to health care systems due to intersecting systems of racism
and oppression. The same fault lines of socioeconomic status, access to
housing, and access to insurance that impact a range of health outcomes also
affect access to PrEP. And these challenges are even more dire for populations
with the least access to health care services, including undocumented
individuals, those who are incarcerated and leaving incarceration,
people who inject drugs, and people experiencing homelessness.

are currently 11 manufacturers marketing generic
TDF/FTC in the U.S. and ViiV Healthcare market-
ing long-acting cabotegravir under the brand-name
Apretude.3”

PrEP assistance programs come with frequent eligi-
bility checks, which can be difficult and frustrating for
providers and individuals alike. Initial enrollment also
requires multiple steps and forms of identification,
which may present additional barriers to access for
patients.?¢ The complexity of obtaining PrEP for the
uninsured also means there are relatively few access
points in many states.

Many clinics that might be able to provide prescrip-
tions struggle with offering patients help in signing up
for the myriad drug and other assistance programs.
Those that provide PrEP for the uninsured must
employ dedicated staff just to handle the burden of the
paperwork for these programs. It is also true that in
many places, larger 340B clinical entities are the only
PrEP game in town because they are the only entities
able to navigate the complexity of PrEP financing.
Through the Gilead Advancing Access program, these
providers have received reimbursement in excess of
acquisition cost for uninsured patients. Even then,
under the best of circumstances, some individuals

12

ticularly important for unstably housed individuals
and people who inject drugs.

The limitations of this fragmented system are also
apparent in gaps in access to required laboratory ser-
vices. For people without health insurance, labora-
tory access largely depends on the capacity of state
and local programs to cover these services. Individual
health departments are left to negotiate these PrEP lab
prices with commercial labs, leading to wide variabil-
ity in prices. As a result, many people cannot access
PrEP because of lack of access to necessary labora-
tory tests.*> During consultation with men who now
or previously used PrEP for the development of this
proposal, one man said of laboratory costs, “It’s kind
of expensive for a disease I don’t have.™3

The toll that complexity takes on access is severe
and could compound other barriers to PrEP, includ-
ing stigma. Health care providers must take on
the uncompensated administrative task of helping
consumers navigate multiple programs, diverting
resources from other tasks and programs. Individu-
als are also faced with learning about several differ-
ent coverage programs, as well as an array of appli-
cations and enrollment pathways that require a time
commitment that many simply do not have. An unin-
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sured consumer said, “I stopped using [ PrEP] because
it became too much of a hassle to keep verifying my
information every month. That I didn’t have a job,
that I didn’t have income. And it started making me
feel bad,”** underscoring the consequences of complex
application and eligibility processes.

The complexity disproportionately impacts com-
munities that historically lack easy access to health
care systems due to intersecting systems of racism and
oppression.*s The same fault lines of socioeconomic
status, access to housing, and access to insurance that
impact a range of health outcomes also affect access
to PrEP. And these challenges are even more dire for
populations with the least access to health care ser-
vices, including undocumented individuals, those who
are incarcerated and leaving incarceration, people who
inject drugs, and people experiencing homelessness.*

4. PrEP access can be improved in the Medicaid
program.

The Medicaid expansion under the Affordable Care
Act has provided access to essential health care for
millions of Americans. The expansion, which now
extends to 38 states, has been associated with modest
improvements in PrEP access.*” Medicaid programs
are entitled to statutorily mandated discounts through
the Medicaid Drug Rebate Program and have also
been able to secure supplemental discounts offered by
manufacturers, which have helped to facilitate access
to PrEP medications.

However, despite this progress, many people
enrolled in Medicaid still do not access PrEP services.
One reason for slow uptake is hesitancy to prescribe
among primary care clinicians.*® As another consumer
said, “Doctors don’t really know much about PrEP.
Like how to prescribe it or how much it would cost
me or how I can get it covered.” Another consumer
explained, “I go to an LGBT health clinic for my PrEP
because primary care doctors really don’t know any-
thing about PrEP.”49 Stigma may also play a part, even
among doctors who care for HIV patients.*°

Variability in clinical engagement can translate into
inconsistent PrEP programs. As one consumer put it,
“They need to establish a consistent protocol for when
you can actually get PrEP. Because some doctors won’t
give it to you until you get your labs back, some doctors
only give you a 30-day supply, and others will let you
have 90.”5 Moreover, effective clinical innovations,
such as same-day PrEP 52 are also relatively rare.5

In some states, an additional barrier facing patients
covered by Medicaid are gaps in access to laboratory
testing. Even in states with high HIV incidence, rec-
ommended testing for people receiving PrEP, such
as regular testing for gonorrhea and chlamydia, may

not be covered. > In other states, self-testing options
for sexually transmitted infections are not covered,
or even permitted.”> While it is too early to tell how
Medicaid programs will approach Apretude cover-
age, given the high price tag and the availability of
other options for PrEP, we could see similar confus-
ing and variable prior authorization and other utiliza-
tion management techniques as have been applied to
Descovy.

The end result is that many people covered by Med-
icaid lack reliable access to PrEP. A CDC study showed
that in 2018, Medicaid provided far fewer PrEP pre-
scriptions than private insurers.”® And for those able
to get PrEP, the access appears to be less consistent.
A CDC study found that uninterrupted PrEP use was
13.7 months among those commercially insured com-
pared to only 6.8 months among those on Medicaid.?”
In the Medicaid group, Black individuals had the
shortest PrEP persistence compared with White and
other race/ethnicity groups at 4.7 months compared
to 7.3 and 8.0 months, respectively.”® In theory, this
difference could be due to differences in appropriate
PrEP use. A more likely explanation is less consistent
access to PrEP.

5. There are few PrEP access points in community
settings, limiting access for people who are unin-
sured or on Medicaid.
A fundamental challenge in expanding access to PrEP
is that many people who need PrEP — whether unin-
sured or on Medicaid — may not have regular sources
of medical care at all. These individuals would ben-
efit from PrEP access in a broad range of community
settings such as HIV prevention outreach programs,
mobile units, domestic violence shelters,’® drug treat-
ment facilities, pharmacies, and health departments.
According to a 2020 national survey, fewer than half
of local health departments are engaged in promoting
PrEP, and fewer than 1 in 5 are able to provide PrEP
starter packs.6°

Evidence is emerging that telehealth programs offer
tremendous advantages for PrEP access and may be
able to bridge some of these gaps in community set-
tings.%! Telehealth programs for PrEP are increas-
ing across the country, driven in part by adaptations
of HIV services in response to the COVID-19 pan-
demic.6> Some programs, such as Iowa’s, have estab-
lished a “telePrEP” program through a partnership
between the state’s health department and an aca-
demic medical center.?? Other states are partnering
with new PrEP mail order companies to ensure access
to medication and PrEP labs through mail order and
home testing.6
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Combined with expansion of pharmacy-based PrEP
programs, telehealth programs are able to expand
the availability of PrEP in areas where there may not
be a traditional clinical provider and are well posi-
tioned to partner with community outreach programs
and extend into rural communities. However, these
programs are not at a scale to reach a significant num-
ber of people.

The consequences of these gaps are evident in the
limited initial success of the federal Ready, Set, PrEP
program. Despite Ready, Set, PrEP’s ambitious goal
of covering 10,000 uninsured individuals in its first
year, as of June 2020, the program had provided pre-
scriptions for only about 800 people.6¢ These gaps
also help explain the enormous racial and ethnic
disparities in PrEP access. Reducing disparities will
require meeting more people with PrEP access where
they are.

6. Underuse of generic PrEP medications limits
PrEP access and increases costs.
The U.S. failure to provide broad access to PrEP in
part reflects the lack of a strategy for using low-cost,
generic medications. The cost and complexity of med-
ication access makes it difficult to make PrEP avail-
able in new settings. Meanwhile, where people do
access PrEP, there is evidence of overuse of the expen-
sive brand-name medication Descovy.5” Apretude may
present the same ethical and financial dilemmas when
it comes to access. Apretude’s list price sits at’72 times
that of generic TDF/FTC and researchers are already
questioning whether the medication is cost effective at
that price.®

Consumers want access to safe and effective medi-
cations and may rely on prescribers to help guide those
decisions. As one consumer said, “Generic is fine as
long as the side effects aren’t worse. Y’all just need to
make sure it’s accessible at different places like mobile
units and pharmacies.”s9

This dynamic creates an opportunity for policy. A
coherent U.S. strategy for PrEP can be at once more
accessible and more affordable. Financing and deliver-
ing care in a way that makes the most use of low-cost,
generic medications offers the potential to expand
access to care dramatically. Such a system would also
position the U.S. well to make the most effective use of
new versions of PrEP for those who need them.

A Policy Proposal

Expanding access to PrEP in the U.S. requires a new
approach. To develop this proposal, the authors con-
sulted with more than 30 experts in HIV, pharma-
ceutical, and laboratory policy, federal partners, and
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governmental public health leaders along with PrEP
consumers.”

This project was supported by a grant from Arnold
Ventures to the Johns Hopkins Bloomberg School of
Public Health.

1. The federal government should establish a fed-
eral program for PrEP medications and laboratory
services to reach people who are uninsured or cov-
ered by Medicaid.

We propose a national PrEP program to enhance
access for people who are uninsured or covered by
Medicaid.” The program should involve direct fed-
eral purchase of PrEP medications and lab services
and engagement of a broader network of qualified and
community facing providers, with state and local par-
ticipation to support community access to PrEP.

The program should aim to achieve six goals:

¢ Accessibility. PrEP should be available through
a large network of access points able to meet
people where they are. In addition to community
health centers and other essential health care
providers, access points should include a wide
range of community-based programs, including
mobile outreach, drug treatment programs,
programs that address intimate partner
violence and transgender health access, local
health departments, corrections programs, and
pharmacies. Same day PrEP starts should be as
widely available as possible.

¢ Equity. PrEP should be widely available in
communities most vulnerable to HIV acquisition
and most affected by access barriers, including
Black and Latinx/Hispanic communities.

e Simplicity. PrEP should be easy to access from
the point of view of the individual and easy to
administer from the point of view of the clinical
or community-based program. A national
program should not disrupt existing successful
efforts.

o Affordability. PrEP and associated laboratory
services should be available at no cost to
individuals.

¢ Sustainability. An extended federal
commitment to PrEP financing and delivery
depends on the broad adoption of low-cost,
generic medications. Federal bulk purchase of
PrEP medications and laboratory services can
create the greatest value for invested funds.

e Adaptability. A national PrEP program should
provide a foundation and infrastructure that is
able to adapt to new formulations of PrEP and to
other efforts to counter public health challenges.
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Table 2
Overview of a National PrEP Program
Part A A national bulk purchase of PrEP medications with availability through a large pharmacy network for people who are
uninsured or covered by Medicaid.Access at the pharmacy should be seamless for the consumer.
Part B Options for clinical settings to (|) provide on-site dispensing and (2) offer laboratory services for those without cov-
erage.These opportunities can allow clinics to provide PrEP more frequently and effectively.
Part C A national network of nontraditional community sites to offer PrEP, supported by telehealth. This network can reach
people who do not regularly access clinical health services.

A national PrEP program should support greater
access to care both in the health care system and in
nontraditional community settings. It should also
serve as a platform to accelerate HIV prevention
efforts, including a national PrEP awareness campaign
and technical assistance and education for health pro-
viders. Moreover, the network of outreach programs
brought together to support PrEP access could be uti-
lized to reach populations at high risk of other serious
health concerns.

In this sense, the proposal aims for more than put-
ting medications in the hands of people who need it. It
aims to build a more resilient system of care delivery
to increase access, equity, and health.

The national PrEP program would consist of three
parts: the bulk purchase and distribution of medica-
tions through pharmacies (Part A), options to expand
PrEP access in clinical settings (Part B), and a new
network of nontraditional community sites supported
by telemedicine (Part C). (Table 2).

Part A: Purchasing and Making Available PrEP
Medications

The federal government should establish a stream-
lined federal purchasing mechanism for PrEP med-
ication to obtain a stable supply at a low price. For
a national PrEP program, the CDC could secure
a large bulk purchase or subscription model with
manufacturers.

Given the value of low-cost, generic PrEP, the ini-
tial focus would be on these products. There are cur-
rently 11 manufacturers marketing generic TDF/
FTC in the U.S. at a price around $26 for a 30-day
bottle of medication in January 2022.7 A federal bid
for manufacturer contracts would have the ability to
leverage bulk purchasing power to negotiate a com-
petitive price for mass purchase of generic TDF/FTC
products. Such a bid should be structured to engage
multiple generic companies, reducing the possibility
of supply disruptions.

To make these medications broadly available, the
federal government should contract with a broad net-
work of pharmacies, using an arrangement consis-
tent with usual pharmacy operations. For example,
the program can work on a replenishment or “virtual
stock” model, in which the pharmacy distributes PrEP
from existing “neutral” inventory. The pharmacy then
identifies which individuals are covered by Medicaid
or uninsured. The pharmacy then can bill the national
PrEP program at the negotiated price for the drug as
well as for the dispensing fee.

The global purchase will assure individuals on Med-
icaid access to PrEP without a co-pay, while adding
broad access for those who are uninsured.

Alternative medication. Some individuals are
unable to take low-cost, generic PrEP medications
for medical reasons, such as renal insufficiency.”? For
these individuals, the alternative medication of TAF/
FTC is preferable. Based on evidence-based guide-
lines, the federal program can make this medication
available through the same network of pharmacies,
combining a bulk purchase with the federal govern-
ment’s ten-year contract with Gilead Sciences for the
donation of TAF/FTC. Similarly, with the approval of
Apretude, individuals who struggle with adherence
to once-daily pills could benefit from a long-acting
injectable option. A bulk order or global purchase
combined with a set of evidence-based guidelines can
ensure that access is based on clinical need.

If manufacturers do not participate in a national
contract, and other options are not available, provid-
ers could still refer people in need of alternative medi-
cations to traditional avenues of access.

Part B: Options for the Clinical System to Provide On-
Site Dispensing and Laboratory Services for Those
without Coverage

To enhance access to PrEP in clinical settings with on-
site prescribers, the national PrEP program should
offer two options: on-site dispensing and coverage for
laboratory services for those without coverage.
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On-site dispensing. Clinicians should be able to
order PrEP medications from a distributor to support
same-day starts, an approach to care that increases
the probability of PrEP use. These providers can, in
essence, have a bottomless “PrEP cabinet” on site,
under a set of policies for access and security set by the
national program.

To make this option possible, the federal program
should contract with a distributor who can purchase
PrEP medications at the federally negotiated price.

Laboratory services for the uninsured and underin-
sured. Clinicians should be able to access laboratory
services for patients who do not now have a source of
payment. These patients can be sent to a “laboratory
network of last resort,” with data returned in formats
easily integrated with electronic health records.

To make this option possible, the federal program
should contract with a national laboratory or labora-
tories to provide covered services using a fee sched-
ule. The contract should require laboratories to make
results available electronically to clinicians. At least
one option in the lab network should be for self-test-
ing in states where self-testing is permitted.

Through these two options, clinicians — including
Medicaid providers — can choose to enhance PrEP
access for their patients.

Part C: A Broad Network of Nontraditional
Community Sttes for PrEP Access Supported by
Telehealth

To broaden PrEP access substantially, a national PrEP
program should engage community service providers
that reach people at the highest risk for HIV acqui-
sition. This strategy is especially important to close
racial, ethnic, and rural disparities in access to PrEP.

The first component of this effort is a broad network
of community partners willing to serve as PrEP access
points. This network should start with CDC HIV pre-
vention grantees, such as outreach programs, mobile
prevention units, domestic violence shelters, drug
treatment centers, and others. These programs should
receive additional grant support to (1) educate and
train their staff on PrEP and (2) establish a mecha-
nism to connect clients with telehealth providers for
PrEP access. States should develop this network to
assure it is responsive to the needs of diverse commu-
nities at risk for HIV.

The second component is the authorization of a lim-
ited number of telehealth providers for PrEP in each
state. These programs should be able to screen people
for PrEP need, prescribe PrEP (using the pharmacy
network of the program and relying on evidence-based
clinical criteria), manage laboratory services (using
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the laboratory network of the program), and provide
follow-up. Standards of care could include referrals to
other social service programs and to health care clinics
for primary care and other services, including referral
to STD treatment if needed.

Opportunities to provide telehealth should be made
available to traditional medical providers. 340B clin-
ics (including community health centers), pharma-
cies, and other local providers should be eligible to
apply to serve as the authorized telehealth providers
in their states. The federal program and states should
work together to authorize these providers. The fed-
eral program should manage this limited network by
setting standards and permitting billing for clinical
services through a national fee schedule.

The third component is the linking of the broad
community partner network to the telehealth provid-
ers. Each community partner should be linked to one
telehealth provider, with an opportunity to switch at
designated points in time to improve service. In this
way, for example, a program that works with survivors
of intimate partner violence can consistently link par-
ticipants to a PrEP telehealth program. Long-acting
injectable formulations of PrEP may require a differ-
ent set of staffing and administration considerations
than oral formulations and innovative delivery mod-
els should be assessed and integrated into the national
PrEP program.

2. A national PrEP program should meet the goals
of consumers, clinics, community organizations,
pharmacies, states and localities, and the federal
government.

Consumers should see easy access to PrEP through
pharmacies as well as greater access to laboratory
services. Many consumers should have new access to
same-day prep from clinics that take the option for
on-site dispensing. Consumer access to PrEP should
also expand dramatically at nontraditional commu-
nity locations.

Healthcare providers in a clinical setting should
gain options to expand access to PrEP, with little
interference in existing operations. They can opt in for
same-day dispensing on site and to refer patients to
a laboratory network of last resort. They can expand
PrEP services with confidence that they will be able
to care for all their patients. Some larger clinical pro-
grams, such as community health centers, may choose
to become telehealth providers to support access to
care in nontraditional locations.

Community-based organizations should have
a new service to offer: linkage to PrEP on the spot
through telehealth. This opportunity should provide
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value to the organizations and their clients. Expanded
CDC HIV prevention funding should be used to scale

up capacity of these providers.

Telehealth providers will have major new opportu-
nities to partner with community sites to make PrEP
available, with reimbursement for clinical services off

of a fee schedule.

Pharmacies should dispense PrEP to people who
are uninsured and covered by Medicaid using existing
mechanisms and receiving an appropriate dispens-
ing fee. Pharmacies should also have opportunities to
anchor or participate in new telehealth operations.

States should have the opportunity to build a net-
work of community partners to offer PrEP in nontra-
ditional settings, relying on local knowledge and com-
munity engagement. They should also play a central
role in selecting telehealth providers to support care

provision in these settings.

The federal government should benefit from the
substantial increase in PrEP access and reduction in
HIV infection. The program should also open a win-
dow into trends in PrEP access, creating new visibility

into progress ending the HIV epidemic.

3. A national PrEP program should broaden
access to innovative PrEP medications as they are

approved for use.

The first long-acting injectable form of PrEP, cabote-
gravir, was approved by the FDA in December 2021
and there are additional PrEP products in the research
and development pipeline. This long-acting formula-
tion may be preferable for certain individuals who are
unable to take medication daily. However, with the
list price set at $22,500 per year, there is a high risk
that this medication and others that follow will suffer
the same fate as the original PrEP medications: high
prices and limited access with major missed opportu-
nities for HIV prevention. A national PrEP program
should aim to broaden access to long-acting, inject-
able, cabotegravir. This could be accomplished using
a bulk purchase linked to a set of evidence-based
clinical criteria for use. It could also be accomplished
through a national subscription model, which would
permit unlimited access for qualified individuals for a
set payment to the manufacturer. The draw for man-
ufacturers to participate in this program would be a
functioning, large-scale PrEP delivery system, with a
network of community providers able to offer patients

rapid access to care.

4. A national PrEP program should avoid burden-

some eligibility determinations.

Burdensome and repeated eligibility determinations
are undermining access to PrEP today and should
not be recapitulated in a new national model for
PrEP access. Instead, eligibility processes should be
designed to meet the needs of individuals who are
uninsured and enrolled in Medicaid.

There are a small number of privately insured
Americans who also should benefit from this program.
Under the Affordable Care Act, PrEP is a preventive
service available without cost sharing for most indi-
viduals with private insurance. For privacy reasons,
however, a small number of privately insured Ameri-
cans may not be able to access PrEP through their
usual coverage.

Seeking to maximize access to childhood vaccines,
the Vaccines for Children program developed an
approach to eligibility determinations that is a poten-
tial model for a national PrEP program. This approach
sets standards for providers, rather than complex eli-
gibility determinations for individuals.” Providers are
instructed to screen patients for eligibility and not to
provide free vaccine to children who are known to
have private coverage.

Similar to the provider network for Vaccines for
Children, the provider network for a national PrEP
program should focus on the populations in need.
Providers would screen patients for eligibility based
on federal eligibility standards.

A national PrEP program should not adopt the
strict “payer of last resort” requirements that are a
hallmark of the Ryan White HIV/AIDS Program. The
Ryan White program relies on purchase and delivery
of brand-name and expensive anti-retroviral medica-
tions as well as a clinical care model based on specialty
care in infectious disease.” It also involves a popula-
tion of those diagnosed with a life-long chronic con-
dition who are more likely to navigate a burdensome
determination process.

Rather, a more relevant model for eligibility deter-
minations is community-based HIV prevention pro-
grams. Programs engaged in outreach activities do
not ask people to provide extensive documentation
before providing essential services, including infor-
mation about immigration status.” By hewing to the
HIV prevention paradigm, a national PrEP program
would balance accessible public health service deliv-
ery with encouragement and support for public health
providers to leverage public and private payers where
available.

5. A national PrEP program should partner with
state and local health departments and meaning-
fully engage communities most impacted by HIV.
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A national PrEP program should be overseen by a fed-
eral agency, while partnering with programs housed
within state, territorial, and local health departments
who are recipients of CDC’s HIV Surveillance and Pre-
vention flagship funding program where possible.””

Key roles for state and local partners include com-
municating on PrEP access with the public, publiciz-
ing the options under Part B with health care provid-
ers, and identifying innovative access points for Part
C. Partners may be able to help select telemedicine
providers to match with community access points. If
there is no state or local governmental public health
capacity to perform these roles, they can be handled
by a selected nongovernmental organization or by the
federal agency itself.

The success of a national PrEP program depends
on meaningful engagement of communities most
impacted by HIV. Federal partners and state and local
health departments should be expected to address
community feedback and input as the national PrEP
program is developed and implemented to ensure the
program is responsive to community needs and con-
cerns. At the same time, federal standards and over-
sight should ensure that no state is left behind in PrEP
access expansion.

6. The core elements of a national PrEP program
should permit a more efficient use of federal
resources.

Because of the difficulty accessing data on drug rebates,
it is difficult to ascertain the full federal expenditures
for PrEP medication and laboratory services across
the country. It is likely that the federal government
currently spends at least several hundred million dol-
lars for PrEP access for uninsured and Medicaid pop-
ulations. Reallocating existing federal resources into
a national PrEP program should add significant value
for the federal government.

Much of the value would accrue to the Medicaid
program. The federal government is currently pay-
ing for 90 percent of costs for the Medicaid expansion
population, the Medicaid eligibility category that cap-
tures most people indicated for PrEP based on CDC
guidelines. Reducing unnecessary use of more expen-
sive medications could generate significant savings to
support the overall effort.”

Major savings would also accrue to Medicare, as
fewer people would go on to develop HIV. The esti-
mated discounted lifetime cost for people who acquire
HIV at age 35 is $501,000 in FY 2019 dollars.”™

The costs of a national PrEP program could be
divided into fixed costs and variable costs based on the
number of people receiving access to care. Fixed costs,
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which would include administrative expenses, can be
estimated at approximately $100 million a year. These
funds would cover CDC and state health departments
and a national distributor for medications for same-
day distribution.s°

Variable costs would depend on the quantity of
medications, laboratory services, and telehealth con-
sultations provided. The expected cost of medication
and dispensing for low-cost generic PrEP medications
is $50/month. The cost of PrEP laboratories can be
estimated at $600/year, which is also $50/month.
Finally, the cost of telehealth consultations can also
be estimated to be approximately $600/year (or $50/
month as well).

Not all patients would require all three services
from the national PrEP program:

* A first group would only utilize the program
for medication costs. This group would include
everyone with Medicaid coverage and access-
ing care through physician offices, community
health centers, and other programs with Medic-
aid-authorized prescribers. Cost per month: $50.
Estimate of size of group: 60 percent of total.

» A second group would utilize the program for
medication costs and laboratory services. This
group would include uninsured individuals
obtaining care through physician offices, com-
munity health centers, and other clinical set-
tings. Cost per month: $100. Estimate of size of
group: 20 percent of total.

¢ A third group would utilize the program for
medications, laboratory services, and telehealth
consultation. This group would include those
accessing community sites linked to telehealth
providers. Cost per month: $150. Estimate of
size of group: 20 percent of total.

Under these assumptions, every thousand monthly
prescriptions would cost the program $80,000. Six
thousand monthly prescriptions would cost less
than $500,000, the value of just one prevented HIV
infection.

If it is assumed that half of the estimated 1.1 mil-
lion people in need of PrEP will be privately insured,
then the entire remaining group could obtain low-cost
PrEP for the entire year for a total cost of about $500
million dollars. Meeting half of this need would cost
$250 million. (Considering that many people opt for
“on demand” PrEP use rather than continuous use for
a year, the total cost could be substantially less.) This
investment would prevent thousands of HIV infec-
tions,?! easily covering both the cost of the program
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and associated additional funding for HIV prevention
initiatives.

As other PrEP medications such as injectable cabo-
tegravir are incorporated into practice, the expendi-
tures would increase — and so, in theory, would the
benefit from greater use of more convenient thera-
pies. The national program could help to maximize
this benefit by negotiating a global purchase or sub-
scription model that provides greater access at similar
cost to the federal government than the current frag-
mented approach.

counted medications for uninsured individuals, but by
also being able to make a margin on the use of expen-
sive, brand-name medications for insured individu-
als.®3 For PrEP medications, clinics can receive these
medications at a discount compared to their reim-
bursement by commercial insurers. This margin is
funding a large swath of PrEP activities throughout the
country. A strategic switch to low-cost, generic medica-
tions, however, complicates this financial model.

In what is unique to PrEP as compared to other med-
ications, for 340B PrEP providers, Gilead’s Advancing

Realizing the full potential of a national program for PrEP access
will require more than expanded access to medications and laboratory
services. Also important is funding for outreach, counseling, education,

and linkage services, as well as capacity building assistance
for a broad network of PrEP providers.

Other Considerations

A national PrEP Program should build upon existing
programs and inspire complementary efforts to boost
PrEP use and fight the HIV epidemic.

1. A national PrEP program should be timed with
new investments in HIV prevention programs.
Realizing the full potential of a national program for
PrEP access will require more than expanded access
to medications and laboratory services. Also impor-
tant is funding for outreach, counseling, education,
and linkage services, as well as capacity building
assistance for a broad network of PrEP providers.
One consumer group participant noted that “a lot of
people also need help with obtaining affordable hous-
ing and a job. People who have HIV get a lot of social
services, but there’s nothing for people who are HIV-
negative.”s2 CDC HIV prevention funding — including
Ending the HIV Epidemic Initiative funding — cur-
rently covers many of these services. New resources
will allow the delivery system to scale up in tandem
with access to medications and laboratory services.
Policy changes that would allow more flexibility for
CDC HIV prevention grantees to use HIV prevention
funding for PrEP would also complement a national
PrEP program.

2. A national PrEP program should be paired with
new support for PrEP 340B providers.

Historically, 340B programs have financed services for
people who lack insurance by not only receiving dis-

Access program for uninsured individuals also offered
an opportunity for providers to generate revenue.
340B providers have been able to purchase the drug at
the 340B discounted price and then seek reimburse-
ment from Gilead’s Advancing Access program at a
much higher usual and customary rate.8* This spread
has allowed many PrEP providers to provide a range of
PrEP services beyond the medication, for which there
are no other funding streams.

This approach to medication access for the unin-
sured has created two challenges. First, it has concen-
trated access to PrEP among providers who can access
this additional revenue. Other community providers
cannot generate revenue, undermining their ability to
offer PrEP. Second, Gilead’s program is in transition.
The company has ended this practice of reimbursing
at a price higher than acquisition cost as of January
2022, which has removed the ability of 340B provid-
ers to generate revenue for uninsured patients using
this program.$® This change could be particularly
devastating for programs in non-Medicaid expansion
states (including many states in the South), where
uninsured populations are larger.s¢

The flux in the 340B financing system for PrEP is
threatening the ability of a subset of safety net pro-
viders to provide critical HIV services. Continuing to
finance PrEP access primarily through reliance on the
340B spread available through prescribing high-cost,
brand-name drugs is not sustainable and will continue
the fragmentation of financing that makes scaling up
PrEP so difficult.
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A better policy is for enhanced CDC HIV prevention
funding to relieve current financing gaps across 340B
PrEP providers and work in tandem with a national
PrEP program to cover medications and labs for unin-
sured individuals.

3. A national PrEP program would enable simple
and effective consumer education campaigns.

A national PrEP awareness and education campaign
is critical to ensure individuals are aware of the value
of PrEP and how to access care. The complexity of the
current PrEP system undermines consumer engage-
ment and education efforts. The fragmented system
of PrEP access, particularly for the uninsured, is dif-
ficult to explain, let alone navigate. The simplicity of
a national PrEP program will provide a new platform
from which to launch a national PrEP education cam-
paign. Such a campaign can drive interest and uptake
in HIV prevention more generally. The campaign can
leverage the new network of PrEP providers, all with
close ties to communities impacted by HIV, to mes-
sage the availability and importance of PrEP to indi-
viduals who are not currently engaged with the health
care system.

As one consumer said, “We need something that
would help people know that this is available. Many
people are afraid to even ask for the services they need
because they are afraid that it will cost them, so it
will be important for them to be made aware that it
won't.”s?

4. A new PrEP program should support efforts by
community health centers to make PrEP available.
Through the federal Ending the HIV Epidemic initia-
tive, community health centers have been awarded
a total of $152M across FY 2020 and FY 2021 to
increase capacity to provide PrEP.®8 This investment
has yielded positive results already, expanding access
to PrEP for individuals served by the nation’s mas-
sive health center system.?? A national PrEP program
should not supplant these efforts or funding. Rather, it
would allow for same-day starts and greater access to
laboratory services for the uninsured.9°

5. A national PrEP program should support state
and federal regulatory reform to expand access to
innovative models of care.

The national PrEP program’s forward-leaning use of
telehealth to expand access to care through nontradi-
tional community sites should create momentum for
regulatory reform.

Telehealth and prescribing are largely regulated by
states, and some state rules may not permit the imple-
mentation of innovative clinical models. A national
PrEP program should facilitate regulatory reform by
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establishing best practices for PrEP access and pro-
viding guidance for rule changes to support their
implementation.

A national PrEP program should also engage with
the FDA to review the label for PrEP to consider includ-
ing “on-demand” use, which is now recommended by
several major state and local public health agencies.

6. A national PrEP program should accelerate
efforts to establish reliable models of self-testing
for laboratory services.

Recommended laboratory services for people taking
PrEP medications include blood tests and swabs for
sexually transmitted infections. Through the use of
blood spots and self-administered swabs, some pilot
programs are offering PrEP labs in a single, mail-in
kit.9' A national PrEP program should facilitate con-
sideration of regulatory issues for these kits, so they
can be both reliable and broadly adopted.

7. A national PrEP program should provide

a foundation to address other public health
emergencies.

A national PrEP program can serve as a model for
more efficient use of other medical products essential
to public health. One potential example is naloxone,
the opioid overdose-reversal agent that is often in
short supply because of a confusing and complex sys-
tem of purchase and distribution.

Beyond pharmaceutical policy, the network of com-
munity access points established by a national PrEP
program can be mobilized for other health crises. For
example, these programs can be enlisted to counter
misinformation on COVID, make testing available,
and help distribute vaccines. They can also be mobi-
lized to reduce overdose, by providing education, dis-
tributing harm reduction supplies, and linking people
to addiction treatment.

By building a bridge to often neglected communi-
ties, a national PrEP program could become a platform
to address other major challenges to public health.
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