


Twenty-two years ago, Congress created the 340B program to
support access to prescription drugs for vainerable, uninsured
and indigent patient populations. The program reduced oui-
patient drug costs for certain safety net providers by reinstating
the deep discounts manutacturers had veluntarily provided
before enactment of federal Medicaid mandatory rebate legis-

lation, which had inadvertently discouraged these discounts,

Under the 340B program, pharmaceutical manufacturers
provide steep discounts on outpatient prescription drugs

to certain qualifying facilities; however, the program guidance
currently does not require those facilities to extend the
discounts to needy patients.! There is an important, emerging
distinction between different types of 340B facilities in this
regard. 340B cligibility is open to certain clinics that receive
federal grants, known as “grantees,” and certain types

of hospitals. Grantees—such as federally qualified health
centers and hemophilia treatment centers—typically must
demonstrate that they serve a spectfied vulnerable population
on an income-based, sliding-fee scale, and are required to
remvest any additional resources into services for those
poputations. In contrast, hospitals for the most part neither have
this requirement, nor charters requiring that revenue derived

from the 340B program be reinvested in care for the indigent.

More than two decades into the program, this paper looks at
the concept of “safety net hospitals” by examining how much
charity care 340B hospitals are actually providing today, and
questions whether the qualification criteria for hospitals are
appropriately aligned with Congress’ goal of supporting

vulrerable patient access to prescription drugs.

Analysis by Avalere Health of newly available data indicates
that many of the hospitals enrolled in the 340B program are
not fulfilling Congress’ expectations. While there are some

340B hospitals that provide considerable charity care,

charity care represents 1%

or less of patient costs at
approximately one-quaster
of 3408 hospitals. For more
than two-thirds of 340B
hospitals, charity care as a
percent of patient costs is less
than the national average

of 3.3% for all hospitals. That
15, less than a third of 3408

hospitals are providing more
charity care than the average for all hospitals combined-
inchuding for-profit hospitals. Moreover, this analysis makes
clear that a small number of 340B hospitals are taking the
laboring oar in overall 340B charity care: approximately
one-fifth of 340B hospitals provide 8G% of all charity care
delivered by 340B hospitals, even though these hospitals
account for less than half of all 340B hospital beds.

The 340B program has grown substantially since its beginning
in 1992, and it is clear that today the program lacks an
adequate structure for accountability and transparency. Despite
continning widespread support for the program’s original
intent, 340B is out of sync with its mission. Changes in how
the program has come {o operate, concerns about whether and
how it is fulfilling its mission, major shifts in the overall health
syster, and the program'’s continuing rapid growth raise
questions about its current design and sustainability in the
form that has emerged.? Based on these repeated qﬁestions
and this new analysis of charity care, this paper concludes
that Congress should consider revising the eligibility criteria
for hospitals to ensure that the eligibility criteria align with
the program’s original intent, which was to offer targeted

assistance to providers serving safety net populations

Al 340"

Alifanee for Z?% Integrity and Reform

of uninsured or vulnerable patients.




The DSH Metric

The DSH percentage used for the purposes of determining
340D eligibility was designed for use within Medicare

and determines whether hospitals receive enhanced
Medicare payments.'® The DSH percentage is calculated
based on: (1) the share of low-income patients insured by
Medicare (i.e., patients entitled to both Medicare Part A and
Supplemental Security Income benefits) compared to the
total Medicare population treated by the hospital, plus (2)
the share of Medicaid patients without Medicare compared
to the total number of patients treated by the hospital. ™ The
DSH percentage, therefore, is a reflection of care provided
to low-income insured patients and does nof reflect the share
of unitnsured patients or the amount of charity care provided
at a hospital. Additionally, the DSH metric is based solely
on inpaiient utilization, which makes it a poor proxy for a

progrant such as 3408 that is limited to outpatient drugs.

Another criterion is that all 340B-eligible hospitals must be:
(1) owned or operated by a unit of state or local government;
(2} a public or private nonprofit hospital formally granted
governmental powers by a state or local goveriment; or (3} a
private nonprofit hospital with a contract with a state or local
government to provide health care services to low-income

individuals who are not Medicare- or Medicaid-eligible.

Importantly, private nonprofit hospitals that quality for
340B through such formally granted governmental powers,
or through contracts with state or local governments for
health care services targeted at specific populations, may
use 340B-discounted drugs for all outpatient services at

the hogpitals, not merely those related to such powers or
contracts. By contrast, non-hospital grantees that qualify

for the 340B program have more limited missions that focus

directly on the needy or vulnerable populations they serve.

The Health Resources and Services Administration has
released a sub-regulatory clarification stating that a
“hospital is ‘formally granted governmental powers’
when a state or local govemment formally delegates to
the hospital a power usually exercised by the state or local
government.”* This guidance does not, however, specify
the types of “governmental powers” that would meet this

requirement, or the volume of care that would qualify.

There is currently no guidance regarding what a contract
with a state or local government would need to obligate

the hospital to provide in order for the hospital to qualify

for 3408, It is possible that some hospitals may have
interpreted this criterion to allow a hospital to qualify

for 3408 based on a contract that is very limited in

scope and provides only nomimal care to a small number

of individuals, such as providing limited health screenings
for a school district. Such a contract could also be completely

unrelated to providing outpatient drugs,

The Role Hospital
Eligibility Piays

in Program Growth

As of February 2014, 2,048
hospitals participated in the
340B program,” accounting
for about one-third (34%) of all
hospitals, and more than half
(62%) of alt hospital outpatient
drug spending in: the United
States." Many of the factors
driving this dramatic expansion
were unanticipated when the

3408 statute was enacted.
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The charity care data analyzed in this report reflects the
cost of providing free or discounted care to low-income
individuals who qualify for a hospital’s charity care

program. The analysis presented here focuses solely on

charity care and not the broader category of uncompensated

care, which includes bad debt from non-indigent patient
accounts. This paper’s focus on charity care is consistent,
therefore, with the 340B program’s intent, which is io

sustain care for the vulnerable, uninsured and indigent.

Many hospitals provide charity care to patients

who meet certain income and asset requirements.

The specific nature of charity care can vary by
hospital as individual hospitals develop their own
paiicies regarding the criteria individuals must meet
to qualify. The American Hospital Asseciation’s
voluntary policies and guidelines for hospitals
suggest that care should be provided free of charge

to uninsured patients with incoimes below 100%

of the Federal Poverty Level (FPL}, and at reduced
rates for uninsured patients with incomes between
100% and 200% of the FPL.2° The ACA placed some
limits on how much nonprofit tax-exempt hospitals
can charge qualifying individuals,?' but the Internal
Revenue Service (IRS) has not vet issued the final
regulations necessary to enforce these limits, As a
practical matter, these voluntary policies and guidelines
may not create the parameters necessary to ensure
that 340B hospitals fulfili Congressional expectations.
This paper analyzes whether 340B hospital eligibility
criferia is properly tailored for hospitals that provide
relatively high levels of free or reduced price care to

indigent, uninsured patients.
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Figure 2:

22% of 340B Hospitals Account for 80% of Charity Care

Provided by all 340B Hospitals
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Source: Avalere analysis of 2011 Medicare Cost Repori data

Note: The 22% of 340B hospitals that provide 80% of the charity care at all 3408 hospitals
reprasent 47% of tofal patient costs and 41% of beds,

Charity care represents a substantial share of patient costs
for only a small minority of 340B hospitals. Similarly,
the data also show that some non-340B hospitals—

including some that are for-profit hospitals—provide

more charity care than the vast majority of 340B hospitals.
Specifically, almost one in twelve (8%) non-340B hospitals
provide charity care that represents 5% or more of the

hospital’s costs.
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By 2016, the ACA is expected to cause a 43% decline in the number of uninsured patients, according to the most recent

Congressional Budget Office estimate.”

Figare 3:

Trends in 340B Drug Purchases and Percent of Total Population
without Prescription Drug Coverage

Drug purchases through the 340B program will more than double from $6B in 2010 to
$13.4B by 2016, at the same time the share of the population without prescription drug

coverage will almost be cut in half.
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Source: Historic coverage data is from Avalere analysis of the Medical Expenditure Panel Survey and represents the entfire
population {all ages}. Coverage projections are for the total population and are from Avalere analysis of CEO, Census and
Medicare Trustees report data; 3408 data is from AL Vandervelde A. Cliphant, 340B Compliance Monitoring, 10t Annual

Oncolegy Economics Summil, Februcary 26, 2014, San Diege, CA.

However, the number of hospitals eligible for the

340B program 13 expected to rise because of increased
Medicaid enrollment under the ACA (recall that the
disproportionate share adjustment percentage is based

in part on a hospital’s share of Medicaid patients without

Medicare, compared with total patients). The fact that a

lower nwmber of uninsured patients could lead to

an increased number of hospitals eligible for a program
designed to kelp uninsured, indigent and vulnerable
patients further suggests that the disproportionate share
adjustment percentage is not an appropriate measure to

determine hospital eligibility for 340B.
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worksheet. On that line of the form, hospitals are asked to:

“Enter the total initial payment obligation of patients who
are given a full ov partial discount based on the hospital s
charity care criteria (measured at full charges), for care
delivered during this cost reporting period for the entire
facility. For uninsured patients, including patients with
coverage from an entity that does not have a contractual
relationship with the provider (column I), this is the patient’s
total charges. For patients covered by a public program

or private insurer with which the provider has a contractual
relationship (cofumn 2), these are the deductible and
coinsurance payments required by the payer. Include charity
care for all services except physician and other professional
services. Do not include charges for either uninsured patients
given discounts without meeting the hospital's charity care
criteria or patients given courtesy discounts. Charges
for non-covered services provided to patients eligible for
Medicaid or other indigent care program (including charges
Jor days exceeding a length of stay limit) can be included, if
such inclusion is specified in the hospital's charity care policy

and the patient meets the hospital’s charity care criteria.”

After entering this amount, hospitals are then instructed to
multiply this amount by the hospital-wide cost-to-charge
ratio. This is the same ratio that the Medicare program
uses to convert Medicare charges into estimated costs
when determining the payment rates under the Medicare
Inpatient Prospective Payment System (IPPS) and
Outpatient Prospective Payment System.

Finally, hospitals are instructed to subtract any payment they
have received from patients who were approved for partial
charity care services. This final step is reflected in the amount
listed on line 23 of the worksheet, which is the amount used

in this report,

In order to account for potential tmpact of data reporting
erzors {(by hospitals that did not report the data on their cost
repotts accurately), Avalere removed from the analysis any
acute-care hospital whose calculated revenue-per-bed rate
was outside two standard deviations from the mean. Avalere
chose this metric to determine which hospitals to exclude
from the analysis because most hospitals reliably report total
revenue and number of beds. In order to control for the
non-normal distribution of the data, Avalerc calcniated the
natural log of revenue-per-bed to use in the exclusion
process. Under this procedure, approximately 913 acute-care
facilities were excluded from the analysis — of those, 237
were 3408 facilities. The exclusion of those 913 acute-care

facilities does not appear to disproportionately exclude

- hospitals with higher rates of charity care. When the average

charity care for all hospitals was recalculated with those
hospitals included, the average charity care percentage
decreased from 3.3% to 3.0%. **

Table 1 provides an overview of the number and type

of hospitals that were included in the charity care analysis.

Table 1: Number of Hospitals Included in the Analysis
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