340BHEALTH

DRUGMAKERS PULLING $8 BILLION OUT OF SAFETY-NET HOSPITALS
MORE EXPECTED AS GROWING NUMBER IMPOSE OR TIGHTEN 340B RESTRICTIONS

EXECUTIVE SUMMARY

As of June 1, 2023, a total of 21 drugmakers have imposed restrictions on community and specialty
pharmacies with which 340B hospitals contract to dispense 340B drugs to eligible patients, and many of
these have significantly tightened the restrictions since March 2023. More have announced restrictions
since this analysis was completed. These restrictions allow drugmakers to profit from avoiding 3408
program penalties on excessive price increases and high-dollar discounts on pricey specialty drugs. Both
the Trump and Biden administrations found that these actions violate the law, but manufacturers have
argued in federal court that the statute is unclear, with some courts agreeing and others not. Litigation is
ongoing. These restrictions harm patients as well as strip rural and safety-net hospitals of significant
financial support at a time when these hospitals are still reeling from the pandemic and face severe labor
shortages.

New data on 340B sales for 2020 and 2021 obtained from the Health Resources & Services
Administration (HRSA) through a Freedom of Information Act (FOIA) request combined with member
data on 340B savings at the national drug code (NDC) level has allowed 340B Health to estimate the total
340B savings associated with community and specialty pharmacies for the first 21 manufacturers in 2023
dollars as well as analyze specific patterns of manufacturer behavior.

Findings:

e $8.4 billion at stake for the hospital safety-net. The 21 manufacturers imposing restrictions as
of June 1, 2023, account for $8.4 billion in annual 340B savings from community and specialty
pharmacy relationships. As manufacturers push the envelope on restrictions as far as they
legally can—and sometimes further—uvirtually no contract pharmacy savings will remain.

e If not stopped, a rapid loss of this magnitude would be catastrophic for the health care safety
net and the patients it serves. 340B hospitals have been forced to cut programs and services,
and patients are unable to receive discounted drugs at contract pharmacies.

e Billions more at risk. If all manufacturers follow the lead of these 21, safety-net hospitals could
see billions more in reduced safety-net funding very quickly.

e Restrictions will lead to higher drug prices. $4.6 billion of the lost savings come from
manufacturers using restrictions to avoid steep penalties for excessive price increases they have
imposed. Researchers estimate that lower price increases prompted by 340B inflation penalties
reduced Medicare Part D pharmacy expenditures by $7 billion between 2013 and 2017.



e Restrictions severely limit 340B access to discounts on expensive specialty drugs used by
hospital patients, undermining the purpose of 340B and stripping the safety net of resources.
Specialty drugs account for $5.3 billion of contract pharmacy savings on restricted drugs due to
their high prices and the penalty for price increases. Overall, just 15 of the 500 restricted drugs
account for more than half of the associated contract pharmacy savings, and nine of these are
specialty drugs. Due to the special handling, patient support, and other requirements for some
of these drugs, very few hospitals operate the specialty pharmacies that dispense them and
have relied on contract pharmacy arrangements to purchase them at the 340B discount.
Restricted access to these drugs dramatically shrinks 340B, as these drugs have taken up a
growing share of the prescription drug market, rising from virtually none when 340B was
enacted in 1992, to 27% in 2010, to a whopping 52% today. These actions sap safety-net
resources as well as limit the ability of hospitals to make these drugs affordable for the patients
who need them.

INTRODUCTION

The 340B drug pricing program, established in 1992, requires drug
companies to provide outpatient drugs to eligible health care organizations 3408 provides
(covered entities) at reduced prices. In return, these companies receive resources for the
coverage for their drugs under Medicare Part B and Medicaid. Covered
entities under 340B include providers that are critical to treating low-
income and rural populations. These include certain public and nonprofit
hospitals, federally qualified health centers, Ryan White HIV/AIDS clinics,
family planning clinics, hemophilia treatment centers, and others. Congress established 340B to enable
these providers to purchase outpatient drugs at a reduced cost and to use savings “to stretch scarce
Federal resources as far as possible, reaching more eligible patients and providing more comprehensive
services.”! 340B provides resources for these safety-net organizations at no cost to taxpayers, as
drugmakers provide the discounts and providers invest the savings from the discounts into patient care.

safety net at no
cost to taxpayers.

340B providers receive discounts for drugs dispensed to eligible patients by the covered entity as well as
for those dispensed to their patients by community and specialty pharmacies with which they contract.
As an integral part of 340B, contract pharmacy relationships enable better patient access to prescribed
medications, and 340B savings on these drugs provide critical funding for safety-net providers.2 More
than half of 340B hospitals report they do not operate in-house retail pharmacies, and only one in five
have their own specialty pharmacies.? Hospitals report that 340B savings from community and specialty
pharmacy relationships account for half the total savings for critical access hospitals (CAHs) and about a
quarter for other 340B hospitals.*

Since July 2020, a growing number of drug companies have imposed limits on 340B discounts on
outpatient prescription drugs sold to safety-net hospitals and dispensed to eligible patients through
community and specialty pharmacies under contract with 340B hospitals and, in some cases, grantees.
The federal government has taken the position that such actions violate the law, but the number of
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greater than inflation as well as high-dollar discounts on pricey specialty drugs.’

This report couples new data from HRSA on the volume of 340B purchases through contract pharmacy
with data collected from 340B Health members to estimate the actual change in 340B savings associated
with the first five manufacturers to impose restrictions as well as to calculate the contract pharmacy
savings associated with all 21 manufacturers who had imposed restrictions as of June 1, 2023. We also
look at patterns in the types of drugs that have been restricted and what that means for 340B hospitals,
their patients, and the market for drugs overall. Prior analyses were based on overall sales volume from
HRSA.8 The new data from HRSA allow us to look specifically at contract pharmacy for the first time. A
more detailed methodology can be found in Appendix 1.

FINDINGS

Even With Less Stringent Restrictions at the Outset, Contract Pharmacy Savings Declined by 70%

The most recent data on the volume of 340B purchases available from HRSA are for 2021. These data
allow 340B Health to estimate the impact of the restrictions on contract pharmacy for the five
manufacturers that had contract pharmacy restrictions in place for all of 2021. These were AstraZeneca,
Eli Lilly, Novartis, Novo Nordisk, and Sanofi. In 2021, the restrictions of these manufacturers were
significantly less stringent than those imposed by many manufacturers today. Most allowed for unlimited
contract pharmacy with data submission, exceptions for system-owned pharmacies, and except for one,
no limit on how far away a contract pharmacy could be from the 340B covered entity. The experience
with these manufacturers provides a window into the level of savings that may have been lost as more
manufacturers have imposed restrictions and these restrictions have intensified. From 2020 to 2021, our
analysis found contract pharmacy savings declined by $1.5 billion, or 70%, for the five manufacturers
that had restrictions in place for all of 2021. Novartis was an outlier at only a 52% reduction. Novartis’s
restrictions were different at that time in that they allowed unlimited contract pharmacies within a 40-
mile radius with no data submission. Without Novartis the average level of savings approached 80%. This
figure is understated because some of these five manufacturers implemented restrictions in the latter
part of 2020.



The 70% reduction reflects a period
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$8.4 Billion in Annual Contract Savings Is Associated With 21 Drugmakers With Restrictions in Place—
The Majority Is Gone and Nearly All Is Expected To Be Lost as Restrictions Tighten

As of June 1, 2023, a total of 21 manufacturers had imposed restrictions on contract pharmacy, covering
1,822 NDCs and more than 500 drugs.? Using the baseline volume of drugs purchased through 340B by
hospitals in 2020 and 2023 pricing, analysis found restricted drugs account for $8.4 billion in 340B
savings for purchases through entities registered as contract pharmacies. Contract pharmacies include
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@ An NDC, or national drug code, is a unique number that identifies for each product the labeler (manufacturer, repackager, or
distributor), the drug, strength, dosage form, formulation, and package size and types. In this report, the word “drug” refers to
all the NDCs for one manufacturer associated with a particular compound or biologic agent.



of dispensing 340B drugs to patients will not be allowed any contract
pharmacies. These hospitals will lose all the savings associated with S8 billion or more at
contract pharmacy. The tightest restrictions will allow a single contract
pharmacy for hospitals that do not have their own pharmacy, but it
must be within 40 miles. There is no exception for system-owned
contract pharmacies, though they can be chosen as the one contract
pharmacy. Some manufacturers only allow one contract pharmacy even if it means that hospitals must
choose between a specialty and a retail pharmacy and may lose access to 340B discounts for some drugs
as a result. The importance of specialty pharmacies is discussed in detail below. All these scenarios result
in most contract pharmacy savings going away.

stake for the hospital
safety net

If Not Stopped, a Rapid Reduction in Safety-Net Resources of This Magnitude Would Be Catastrophic
for the Health Care Safety Net

This cut is occurring rapidly, giving safety-net providers little time to prepare. 340B hospitals are the
backbone of the nation’s health care safety net. 340B disproportionate share (DSH) hospitals, a mix of
larger urban and rural hospitals, provide 77% of the hospital care provided to Medicaid patients and 67%
of all hospital unpaid care while having extremely tight operating margins.*** Three-quarters of CAHs,
which are small, predominantly rural hospitals, depend on 340B savings to keep their doors open.** For
all types of hospitals, 340B supports a wide range of programs and services targeted to meet the health
and social needs of underserved populations as well as the broader community, many of which would
not otherwise be financially sustainable.>1®

The contract pharmacy restrictions already are taking a toll. A 340B Health survey conducted at the end
of 2022 finds safety-net hospitals have begun cutting programs and services. Hospitals reported patients
receiving discounted drugs at contract pharmacies are experiencing harm when the inability to access
critical medications at an affordable price leads to skipped doses, worsening health status, and
emergency visits or hospital admissions.'” At the time of the survey, hospitals expected these impacts to
intensify if these restrictions became more stringent or more widespread.® Both have occurred.

These cuts put at risk programs that increase access to care for underserved populations in both urban
and rural areas. Many 340B-supported services improve patient outcomes such as increased medication
adherence, reduced readmission and emergency department visit rates, and lower A1C levels for
diabetes, among others.?®

Services that would operate at a loss without subsidies from 340B are

Cuts to contract particularly at risk. Examples include trauma, burn units, behavioral
pharmacy have led to health, and obstetrics.?° One hospital reported closing outpatient
behavioral health services, another cut funding for 19 school-based
clinics, and another closed a rural health clinic.?* A health system with
the only trauma unit in a multi-state area noted the importance of 340B
savings to maintaining this critical but money-losing service.?

service reductions
and patient harm.




If Restrictions Spread Across All Manufacturers, the Annual Hit to the Hospital Safety Net Could Be
Billions More

The 21 manufacturers that have imposed restrictions as of June 1, 2023, account for a significant share
but not all contract pharmacy savings.?* More have imposed restrictions since. If all manufacturers were
to impose restrictions, the impact could be billions more.

Restrictions Shield Manufacturers From the Consequences of Pricing Behavior

Analysis of the specific drugs targeted by restrictions and their associated level of 340B savings shows
that manufacturers are targeting high-priced specialty drugs and drugs that have discounts substantially
more than the basic discount of 23.1% because of penalties imposed for excessive price increases. These
drugs drive prescription drug spending and 340B program size.

Drug Company Actions Skirt Penalties Intended To Restrain Price Increases, Leading To Higher
Prices for All

The basic discount in 340B is 23.1% for branded drugs, but
manufacturers face penalties for price increases in excess of Penalties for excessive price
inflation. Repeated, excessive price increases can result in
penalties that push the 340B price to as little as one penny or
a discount of nearly 100%. We characterize a price as
“nominal” if the discount has risen to 85% or more, a level
nearly four times the basic discount.

increases can quadruple the
basic 340B discount.

Research has shown the 340B inflation penalty serves as a restraint on the drug company pricing
decisions that affect all purchasers. A study of 606 brand-name drugs used by Medicare beneficiaries
between 2013 and 2017 found increases in the percentage of drug sales subject to inflation penalties
were associated with lower drug price increases. Researchers estimated that lower price increases to
avoid the 340B penalty reduced Medicare Part D pharmacy expenditures by $7 billion over the period.

Skirting these penalties removes an important constraint on price increases. $4.6 billion of the contract
pharmacy savings on restricted drugs is accounted for by nominally priced drugs.® For seven of the 21
manufacturers, these drugs make up more than three-quarters of the savings associated with restricted
drugs dispensed through contract pharmacy.

Restrictions Enable Drugmakers To Avoid Discounts on the Most-Costly Drugs

While manufacturers are restricting contract pharmacy for a broad range of drugs, restrictions have a
disproportionate impact on access to 340B pricing for specialty drugs. Payers and manufacturers classify
certain drugs as “specialty” because of their handling requirements, need for patient monitoring and
support, data-collection requirements, and/or high price. These drugs are used to treat chronic, serious,
or life-threatening conditions such as cancer, rheumatoid arthritis, growth hormone deficiency, and
multiple sclerosis. As such, many of these drugs must be dispensed by a specialty pharmacy with the
unique capabilities to handle a particular drug and provide appropriate physician and patient supports.

b A drug can be both specialty and nominally priced.



Specialty drugs are rapidly overtaking the pharmaceutical market. At

the program’s inception in 1992, there were virtually no specialty Costly specialty drugs

drugs. They have grown rapidly to 27% of pharmaceutical spending represent an outsized
in 2010 to a whopping 52% in 2021.2>2¢ This trend is an important share of contract
driver of prescription drug spending overall as well as 340B program pharmacy savings for
size.

restricted drugs.

The tens of thousands of retail pharmacies where people most
commonly pick up their prescriptions are rarely accredited specialty pharmacies. Specialty pharmacies
are typically mail-order, far fewer in number, and not even available in most communities. In fact, only
1,570 pharmacy locations, about 2% of the total number of pharmacies, had specialty accreditation in

2021.7 This includes pharmacies owned and operated by 340B covered entities.

340B Health survey data have found that only one in five 340B hospitals have in-house specialty
pharmacies, and the vast majority rely on contracts with either a specialty pharmacy company or a
system-owned specialty pharmacy.? Specialty pharmacy companies often centralize the dispensing of
drugs for a particular disease state to ensure the clinical expertise to support patients and physicians is
available in one place. As a result, 340B discounts on these pricey drugs in many cases only are
accessible through multiple contracts with specialty pharmacies, many of which will be more than 40
miles away from the hospital.?° For similar reasons, health care systems often centralize specialty
pharmacy operations, also leading to issues with distance requirements.

The high prices for these drugs result in high-dollar discounts on 340B purchases. Of the contract
pharmacy savings for the 21 manufacturers that had restrictions in place as of June 1, 2023, $5.3 billion
is associated with specialty drugs.3° For 11 of the 21 drug companies that have imposed restrictions,
more than 75% of the contract pharmacy savings come from specialty drugs. 340B savings on these very
high-cost drugs fund important services and supports that increase medication adherence and improve
patient outcomes.3+3%33 Limiting contract pharmacy allows manufacturers to increase profits on these
drugs at the expense of the health care safety net.

Restrictions on Specialty Drugs Have an Outsized Impact on 340B Savings—Even More So
When They Come With High Penalties

Just 15 of the more than 500 restricted drugs account for half of the associated contract pharmacy
savings. All 15 are either specialty or highly discounted and many are both. All but one of these drugs
have formulations with discounts greater than 50%—double the basic discount of 23.1%. Of the nine
specialty drugs on this list, five are nominally priced. Of the six that are not specialty, four are nominally
priced.

Specific blockbuster drugs among these 15, such as AbbVie’s Humira and Amgen’s Enbrel, have been
singled out for having excessive price increases unsupported by new clinical evidence.?* These are
among those that are both nominally priced and specialty.

This level of concentration illustrates the impact of manufacturer pricing decisions—both high prices and
excessive price increases—on program size. Avoiding 340B discounts not only removes constraints on
price increases but also impacts a critical source of affordable drugs. New research finds that launch
prices for new drugs have been increasing at 20% per year since 2008, an unsustainable trend that
makes 340B discounts more important than ever.®



Humira: Excessive Price Increases Yield Large 340B Discounts

Humira is used to treat many inflammatory conditions in adults including rheumatoid arthritis,
psoriatic arthritis, Crohn’s disease, and ulcerative colitis. The GoodRx price for one patient for one year

is nearly $80,000 and the list price is even higher.36 At this price, Humira is classified as a specialty drug

by all four of the largest specialty pharmacy companies and their vertically integrated PBMs. - In 2022,
sales of Humira totaled $21.2 billion, making it the world’s second-top-selling drug behind the

dominant COVID vaccine.38 AbbVie has faced sharp criticism for repeatedly raising the price of Humira

with no supporting evidence of improved clinical beneﬁt.39 As a result of those pricing decisions,
several of its formulations are penny-priced when sold to 340B covered entities. Total 340B savings for
Humira across contract and non-contract pharmacy approached $3 billion for hospitals in 2021, the
year before AbbVie imposed restrictions. Several biosimilars have now been introduced.

Restrictive Policies Are Designed To Maximize the Impact on Specialty Drugs, Undermining Program
Intent and Stripping Resources From the Health Care Safety Net

Because of the limited number of specialty pharmacies and the fact that the vast majority of 340B
hospitals rely on contract specialty pharmacies or pharmacies owned by their parent systems to access
340B savings for these drugs, policies common to multiple manufacturers have an outsized impact on
specialty drugs. These include:

e Limiting an organization to no contract pharmacy if they have their own retail pharmacy. Retail
pharmacies are more commonly owned by 340B hospitals than specialty pharmacies as they
require less scale to operate efficiently. But for several manufacturers, owning a retail pharmacy
means the hospitals cannot contract with even one specialty pharmacy.

e Allowing only one retail or specialty contract pharmacy if a hospital has no pharmacy of their
own. Specialty and retail pharmacies typically do not dispense the same drugs, leaving hospitals with
difficult choices. A recent member survey found that 51% of 340B hospitals, excluding CAHs, have
neither an in-house specialty pharmacy nor an in-house retail pharmacy.“® Additionally, not every
specialty pharmacy location for any given company maintains the capacity to handle each drug,
leaving hospitals having to choose among disease states. Because of special requirements unique to
a given drug or class of drugs, dispensing of certain drugs is often centralized at a particular pharmacy
location that may be hundreds or even thousands of miles away from any given hospital. Using
Johnson & Johnson (J&J) as an example, Accredo, a major specialty pharmacy company, has 16
Therapeutic Resource Centers including specific centers specializing in diseases treated by different
J&J products, including oncology, HIV, and inflammatory conditions.**

e Placing distance restrictions on where a contract pharmacy is located relative to the hospital.
A 40-mile distance limitation on contract pharmacy is not reasonable when considering specialty
drugs. In a recent survey, 86% of 340B hospitals reported that most of their contracted specialty
pharmacies are outside of a 40-mile radius.*?

e Eliminating the exception for system-owned pharmacies. Many individual hospitals do not
have the resources or scale to operate their own specialty pharmacies. Centralizing the
dispensing of specialty drugs in one or more mail-order, system-owned pharmacies ensures



scale in purchasing as well as the efficient provision of the clinical expertise to support patients
and physicians. Taking away this option dramatically reduces access to 340B pricing for specialty
drugs. Also, some larger systems have wholly owned specialty pharmacies that serve system
hospitals outside a 40-mile radius, leaving these hospitals to seek access through private, for-
profit specialty pharmacies and pay their fees.** Note that hospitals can choose a system-owned
pharmacy as their one exception.

CONCLUSION

Restrictions on relationships with community and specialty pharmacies with which 340B hospitals
contract to access savings on drugs represent a significant and immediate threat to the nation’s health
care safety net. 340B hospitals not only provide the lion’s share of Medicaid services to hospital patients
and unpaid hospital care, they also use 340B savings to invest in a vast range of programs and services
that expand access to care, improve patient outcomes, and support critical clinical services that could
not be sustained on their own. A cut of S8 billion or more to 340B safety-net funding puts all these
benefits at risk, benefits that come at no cost to taxpayers.

APPENDIX 1: METHODOLOGY

340B Health obtained 340B sales volume by NDC for 2020 and 2021 for contract pharmacies and for the
program in total from HRSA via two FOIA requests. 2020 represents a baseline period during which no
manufacturers had restrictions in place for the entire year. During 2021, five manufacturers had imposed
restrictions for the entire year.

To estimate the current value of the 340B savings associated with restricted drugs, 340B Health obtained
2023 data on the difference between purchasing outside the program at a group purchasing organization
(GPO) price relative to purchasing at the 340B price for each NDC. These data were combined with the
volume data from HRSA to estimate the actual change in savings over time as well as to project what the
impact could be going forward. Using savings data from 2023 isolates changes that are due to volume
and provides a current estimate of the financial impact of any volume changes. The savings figures do
not account for any fees paid to contract pharmacies.
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