INFUSION

340B WHITEPAPER

How the Right Pharmacy Partner Can Increase
Cost savings and Value Creation




340B and Contract Pharmacy

This whitepaper is intended for healthcare professionals interested in establishing,

expanding, or learning more about 340B contract pharmacy services.

Overview

For covered entities (CEs) participating in 3408,
pharmacy partnerships create value allowing providers
to better serve vulnerable patient populations. This
whitepaper:

1 Provides an overview of contract pharmacy

‘ arrangements

2 Identifies how these partnerships increase cost
| savings and improve patient outcomes

3 Examines current challenges within 340B

4‘. Provides resources for evaluating potential

| pharmacy partners

5 Concludes with information on how to initiate a
| new contract pharmacy arrangement

Introduction: 340B and Contract Pharmacy

The 3408 program was created in 1992 as part of the
Public Health Service Act and allows eligible providers
serving vulnerable patient populations to purchase
drugs at a significant discount.

The program is administered by the Health Resources
and Services Administration (HRSA) with the intent

of “enabling covered entities to stretch scarce federal
resources as far as possible, reaching more eligible
patients and providing more comprehensive services.™

The cost savings generated by 340B allow CEs
to offer free or greatly discounted medications,
expand services, recuperate losses incurred by
serving patients without insurance or ability to
pay, and invest in health initiatives benefiting the

communities they serve.

During the program'’s first few years, specific covered
entities lacking an in-house pharmacy were permitted
to use a singular contract pharmacy to help them
dispense 340B medication. The arrangement allowed
covered entities to purchase drugs at the discounted
340B rate and hold the title of their ownership,

but ship the product to a contract pharmacy for
distribution to eligible patients. In 2010, HRSA
expanded pharmacy contracting options allowing all
covered entities to “more effectively utilize the 340B
program and create wider patient access by having
more inclusive arrangements in their communities
which would benefit covered entities, pharmacies,
and patients served.” The expansion permitted any
covered entity to use multiple contract pharmacies
and leverage either in-house, contracted, or a
combination of in-house and contracted pharmacy
service arrangements to increase access to 340B
drugs.® Adding a new program partner can help CEs
maximize the value created by their 340B program.

Contract Pharmacy Services and Value
Creation

This section explains how contract pharmacy
arrangements create value for covered entities and the
patients they serve.

Contract pharmacies create value by helping CEs
realize all cost savings they are entitled to; by providing
cash-flow support intensifying working capital
resources; by providing clinical services promoting
positive health outcomes; and by creating policies,
procedures, and redundancies improving program
compliance.

Increase Cost savings

Contract pharmacies can help covered entities
maximize cost savings. Cost savings vary by pharmacy

Continued on next page...
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arrangement and are influenced by expenditures the
covered entity is able to avoid through the partnership,
the type of fee structure the CE and pharmacy agree
to, and the payer network the contract pharmacy
utilizes. Cash-flow and revenue cycle services also vary
by pharmacy arrangement, influencing the capital

340B cost savings are influenced by:

7?5 Expenditures the covered entity is
%))7 able to avoid through the partnership
The type of fee structure the CE @
and pharmacy agree to g

The payer network the contract

pharmacy utilizes

required to effectively run the program and the rate at
which covered entities may access cost savings.

In terms of cost-avoidance, one of the largest
advantages pharmacy partnerships provide is allowing
resource-limited CEs to avoid the financial investment
and risk associated with running an in-house
pharmacy. The resources required to establish and
manage an in-house pharmacy are significant. Health
system pharmacies often represent one of the highest
cost centers in a hospital's budget.# Some pharmacy
arrangements also allow CEs to avoid use of costly
third-party administrators (TPAs). TPA fees can range
from $2 to $12 per prescription or more for specialty
drugs.® Cost savings may also be realized through
innovative inventory management. Pharmacies using
just-in-time inventory systems can minimize carrying
costs while simplifying 340B auditing.

Fee arrangements have a significant impact on

cost savings. Covered entities realize cost savings

by purchasing drugs at a discount and receiving
reimbursement at a rate above their acquisition cost.

Under contract pharmacy arrangements, the CE
agrees to pay the pharmacy either a flat fee per drug
dispensed, a percentage of the revenue generated by
the prescription, or a combination of both. These fees
vary widely, and the fee structure agreed upon by the
CE and contract pharmacy significantly impacts cost
savings. Some contract pharmacies also provide cash-
flow management services resulting in immediate
cumulative cash flow to the CE. Contract pharmacies
who take banking agent responsibilities for the CE
allow the entity to manage their program with virtually
no out-of-pocket expenses. Arrangements where
payer reimbursement precedes wholesale vendor
payment can also provide substantial positive working
capital for the covered entity.

The payer network available at a contract pharmacy
impacts the amount of 340B prescription claims

a CE can receive third-party reimbursement for.
Obtaining third-party payer contracts is challenging.
By partnering with the right contract pharmacy, a

CE can expand its in-network status with key payers.
Partnering with a contract pharmacy to expand a CEs

payer network is a common strategy even for entities
who have established in-house pharmacies.

IR

Enhance Services, Improve Patient Outcomes

A strong pharmacy partner can help covered entities
enhance their services and improve patient outcomes.
Research demonstrates that pharmacy partnerships
improve care and reduce costs.® A strong pharmacy
partnership provides patient and provider with a high
level of support throughout the patient’s therapeutic
journey. Contract pharmacy arrangements help CEs
enhance services and improve patient outcomes

in three primary areas: medication access, clinical
support, and patient engagement.

Delays in therapy initiation can lead to negative
patient outcomes.” Medication access can be a

Continued on next page...
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Contract pharmacy arrangements help
CEs enhance services and improve
patient outcomes in:

L Medication Access

o) -
@ Clinical Support

l @ Patient Engagement

significant challenge for patients, especially when

it comes to specialty medication. One recent report
found patients often spend hours on the phone trying
to secure access to specialty medication, in some
cases waiting over a week to receive their first dose.
The same report also identified many patients face
financial barriers contributing to high abandonment
rates.® A good contract pharmacy plays a critical

role in reducing medication access challenges.
Pharmacies providing a comprehensive intake team
experienced with 340B and securing authorization for
a specific class or type of therapy can have a positive
impact on therapy initiation and refill times. These
teams leverage their disease-specific experience

to provide prior-authorization and appeal support,
help patients understand their coverage, and secure
access to financial support programs. Working in
coordination with the provider, intake teams can
reduce administrative burden associated with therapy
initiation and speed access to prescribed therapy.

Contract pharmacies also help covered entities
facilitate medication access through their limited
distribution drug portfolios. Some drug manufacturers
limit the distribution of specialized drugs to a narrow
or exclusive pharmacy network. Partnering with

a pharmacy experienced with 340B and limited
distribution drug arrangements can help a CE expand
access to specialized therapies.

Pharmacy partnerships help CEs expand their clinical
support services. Pharmacists experienced with the
specific health conditions treated by the CE can act
as an extension of the clinic—improving outcomes
through education, recommending appropriate dose
adjustments to the provider, and conducting thorough
medication reconciliation. The pharmacy may also
help coordinate additional services including in-home
nursing and educational support promoting positive
self-management.

Pharmacy partnerships can also help a covered
entity increase patient engagement. High-touch,
patient-centric services with strong patient-provider
relationships increase adherence, boost beliefs
about the effectiveness of therapy, lead to fewer
missed appointments, and improve quality of life.®
Pharmacies increase engagement by providing
resources and dedicated staff focused on education,
adherence, and high-touch, individualized patient
support. These resources increasingly include digital
health tools beneficial to both patient and provider.
Some pharmacies also include peer-based support or
dedicated staff who act as patient navigators. These
value-add services have proven effective in helping
patients attend scheduled appointments, maintain
insurance coverage, and obtain medication refills.1°

Pharmacies collect a significant amount of health-
related data throughout the patient journey.
Pharmacy partners can work with covered entities
to manage this data and create customized
reporting tools. By sharing appropriate data

with the CE, prescribers gain a more detailed

understanding of patient response to therapy.

Maintain Regulatory Compliance

Compliance is a critical element of 340B program
success. Failure to comply with HRSA guidelines “may
make the 340B covered entity liable to manufacturers

Continued on next page...
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for refunds of discounts or cause the covered entity
to be removed from the 340B program.™ Covered
entities can be subjected to audits by both HRSA and
individual drug manufacturers.

@ (fo‘({o

& @
©

A good pharmacy partner provides dedicated staff,
robust processes, and comprehensive tracking
mechanisms to maintain program compliance. By
ensuring auditable processes in line with statutes,
regulations, and policies at the federal, state, and
specific insurance policy level, the right contract
pharmacy arrangement not only protects program
integrity but also provides opportunities for program
expansion. A partner with a proactive system to verify
patient eligibility and avoid duplicate discounts can
allow the covered entity to safely expand distribution
of drugs to patients served under Medicaid Managed
Care Organizations.

A growing number of drug manufacturers are
requiring covered entities to submit claims data before
issuing 340B discounts for purchased medications.
This additional reporting has placed considerable
administrative burden on CEs—especially when it
comes to monitoring 340B price reinstatement data.
A proactive program partner will provide support

to meet the growing compliance requirements of

drug manufacturers while actively monitoring that
price reinstatements are issued correctly. In an

ideal partnership, the contract pharmacy can help
coordinate across stakeholder groups to assure pricing
and discounts are applied and realized appropriately.

Strong compliance capabilities protect program
integrity. Inventory management, wholesale accounts,

audit support, and reporting systems all vary by
contract pharmacy arrangement and can greatly
impact the CEs ability to track and maintain HRSA
and manufacturer compliance.

340B Challenges and Response

Since the 2010 guidance expanding contract
pharmacy services, the number of arrangements

has grown by more than 4,000 percent.’? The
explosive expansion of 340B and contract pharmacy
arrangements has resulted in some criticism. A
report released in 2014 by the Office of the Inspector
General and a subsequent report in 2018 from

the Government Accountability Office identified
federal oversight challenges, complications around
compliance, and data indicating patients served at
many 340B contract pharmacies did not receive a
discount on their prescription drugs. Estimates indicate
drug manufacturers pay hundreds of millions in non-
compliant Medicaid discounts every year.'®

In 2020, as a response to the rapid increase in
contract pharmacy arrangements and reports from
the OIG and GAO, drug manufacturers are pushing
back on contract pharmacy arrangements. A growing
list of drug makers are imposing restrictions, have
stopped providing the 340B ceiling price for 340B
drugs dispensed through contract pharmacies, or
are withholding 340B discounts until additional
compliance data are provided. The debate is ongoing
and playing out in the court system. 340B advocates
state the manufacturer actions violate 340B statute,
and drug manufacturers insist that rampant duplicate

Over 75% of contract pharmacy arrangements
are provided by large chain pharmacies.’? These
publicly traded, often vertically aligned chain

and PBM-owned pharmacies are exerting an
increasing amount of pressure on covered entities,
imposing higher dispensing fees while leaving the

burden of compliance with the CE.*®

Continued on next page...
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discounts and a lack of oversight has reduced program
integrity.1

Over half of 340B fees retained by contract
pharmacies are concentrated in four mega-
corporations. Critics level this concentration
and subsequent bargaining power leads to
anticompetitive behavior and detracts from the
original intent of the 340B program.*®

The OIG and GAO reports identify relevant concerns.
Covered entities and their pharmacy partners
should provide financial assistance for any patient
experiencing hardship, and drug manufacturers
should not be subject to diversion or duplicate
discounts.”” Many of the challenges identified in these
reports could be solved at the contract pharmacy
level. It is also important to note that the value of
340B should not be measured by the number of
discounted prescriptions provided. Covered entities
leverage 340B programs to create value beyond
dispensing discounted or free drugs. Further, 340B
statute does not mandate how CEs use their cost
savings or require they provide discounts. Funds
generated from 340B benefit patients in a variety
of ways including prevention-focused primary care
clinics, mental health and substance abuse clinics,
home infusion nursing services, transportation,

and housing assistance to name just a few. Some
covered entities such as Hemophilia Treatment
Centers use cost savings generated from their 340B
program to fund salaries for critical staff including
nurses, social workers, and physical therapists.:®

Despite challenges, the 340B program continues
to receive widespread support in government

and from leading healthcare organizations such

as the American Hospital Association and the
Association of American Medical Colleges.'® 2°

In December 2020, Health and Human Services
issued a very strong statement supporting the
ongoing use of contract pharmacy arrangements.®
In February of 2021, despite a notoriously partisan
political landscape, a bipartisan group of over

225 members in the House of Representatives
issued a letter urging immediate action against the

The message from leading professional medical
organizations and a bipartisan coalition of
lawmakers is clear; 340B and contract pharmacy

services create value in healthcare.

manufacturer pushback on 340B contract pharmacy

arrangements.#?

Contract Pharmacy Partner Evaluation

Aside from manufacturer restrictions, covered entities
are permitted to engage multiple contract pharmacy
partners for their 340B program. Not every
pharmacy is structured to provide the same level of
service and support. This section provides information
and resources for evaluating potential pharmacy
partners.

Types of Pharmacy Partners

The three types of pharmacies covered entities

can engage to provide 340B pharmacy services
include big box retail/chain pharmacies, PBM-owned
pharmacies, and independent pharmacies. Each bring
strengths and weaknesses the covered entity should
consider.

Big box chain pharmacies currently hold the majority
of 340B contracts. These pharmacies are designed
to dispense a high volume of common, everyday
prescriptions. Partnering with a chain pharmacy can
help a CE reach patients in a specific geographic
area. Chain pharmacies may not be a strong choice
for covered entities serving patients who require
high-touch pharmacy services. Pharmacists at
chain pharmacies typically have low levels of patient
engagement given increasingly high workloads.

In a recent workforce survey with responses from
thousands of pharmacists, 91% of retail chain
pharmacists rated their workloads as “high” or
“excessively high."2? In another survey conducted by
the Vermont Pharmacy Board, pharmacists rated

Continued on next page...
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retail pharmacies as “unfavorable” across all nine
categories including patient safety and staffing.#?
From a 340B partnership perspective, retrospective
identification of Medicaid claims and commingled
inventories can place a CE at higher risk for reporting
errors and compliance risks. Partnering with a chain
pharmacy will most always require a CE to retain the
services of a third-party administrator to assist with
program compliance.

Specialty pharmacies owned by the nation’s largest
Pharmacy Benefit Managers have also significantly
expanded their participation in the 340B program.
This type of partnership is attractive for entities
seeking access to specific payer networks. Recent
research identifies challenges between payers and
health system partnerships. Payers often view health
systems as incentivized to keep revenue within their
organization. Health systems tend to view payers

as prioritizing market ownership over patient care.®
These challenges can lead to difficulties navigating
contract pharmacy partnerships. PBMs have also
drawn criticism for leveraging their market power to
drive higher dispensing fees and extract profit from the
340B program.®®

The final type of pharmacy partnership is with
independent pharmacy partners. Independents include
privately-owned retail and/or specialty pharmacy
providers. Independents provide substantial value

in terms of both cost savings and patient care.
Independently-owned pharmacies often provide
more engaged, high-touch patient services. They

are typically more open to negotiation regarding
dispensing fees than their chain and PBM-owned
counterparts. Independents are nimble, implementing
customized programs designed around the CE and
the patients they serve. Independents may also take
a more proactive, hands-on approach to compliance.
Independent pharmacies offer a more focused,
customized level of service. One drawback is that they
are often challenged by access-to-payer networks or
certain limited distribution drugs.

Partnership Considerations

When considering a potential pharmacy partner,
covered entities should assess a potential pharmacy

© | © ] O
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partner in terms of their organizational culture,

operational capabilities, and 340B expertise. Alignment
in these three key areas can assure the CE receives
maximum value from their partnership.

Contract pharmacy partners interact with patients

and staff at the CE regularly. The organizational culture
at the contract pharmacy can greatly influence the
quality of these interactions. Do the values of the
potential partner align with the values of the CE? Does
the potential partner have the same approach for
patient engagement, education, equity, and outcomes?
Does the pharmacy have a high patient satisfaction
rate? Does the pharmacy maintain a high employee
satisfaction rate? These are all important organizational
culture questions to explore when considering a
potential partnership.

Operational competencies include a potential partner’s
ability to serve patients consistently and effectively. Does
the pharmacy carry relevant accreditations? Does it
have disease-specific experience? Is the pharmacy able
to deploy dedicated resources and staff at critical points
along the patient journey? How does the pharmacy
support patient adherence, education, and financial
assistance? Does the pharmacy provide access to all
therapies commonly prescribed by the CE? Does the
pharmacy have resources for home nursing and other
site-of-care support? Will the pharmacy offer digital
patient resources and novel tools supporting adherence
and engagement?

Assessing a partner’s 340B expertise is another critical
component of evaluating a new program partner.
Apexus is the Prime Vendor for the 340B program.
This organization provides a wide range of resources
and support to assist covered entities with their 340B

Continued on next page...
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program, including an assessment tool for potential
contract pharmacy partners. The assessment is aligned
with HRSA guidelines and is designed with the intent to
promote program integrity. The assessment provides
criteria for assessing vendors in two categories: Law/
Policy and Financial/Contractual. A series of questions
and sub questions are centered on topics including
systems to prevent diversion and duplicate discounts,
inventory and reporting systems, fee structures, and
cash/revenue controls. A link to the resource is included in
the Appendix.

Adding a New Program Partner

The process for adding a new 340B contract pharmacy
is relatively simple.

1 Pharmacy and Covered Entity leadership work
together to design an agreement customized to
the needs of the CE.

The agreement is then registered with HRSA.

w-n

HRSA approves the relationship addendum on a
‘ rolling, quarterly basis.

4  After HRSA approval, the covered entity signs a
wholesaler or manufacturer agreement as a bill-to-
ship-to account.

5 The contractual relationship begins.

Conclusion

The 340B program allows hospitals caring for

some of America’s most vulnerable populations to
stretch resources, improve outcomes, and promote
healthier communities.?® A critical component of the
340B program is contract pharmacy arrangements.
Ultimately, pharmacy partnerships can help
covered entities increase cost savings, enhance
patient services, and promote program integrity.
Moreover, current challenges in the 340B space

can be addressed at the contract pharmacy level by
increasing partnerships aligned with the intent of the
340B program and the values of individual covered
entities.

Independently owned,
patient-centric,
high-touch competitive
advantage over large
scale retail pharmacies

About LUX Infusion

LUX Infusion is a privately-owned specialty pharmacy
with extensive experience working with established
and developing 340B programs. We offer an array

of customizable services to ensure a compliant

and full-turnkey specialty pharmacy solution. Our
customizable program reduces infrastructure and
administrative burden, provides exceptional pharmacy
and support services, and facilitates program

growth to maximize cost savings for 340B-eligible
healthcare organizations and covered entities.
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