Left Behind: An Analysis of Charity
Care Provided by Hospitals Enrolled in
the 340B Drug Pricing Program

The hospitals that participate in the 340B program can obtain steep discounts for
qualifying prescription medicines, with no obligation that they pass those discounts
through to patients or reinvest profits from 340B into free or reduced cost care for low-
income patients.1 To help examine whether participating hospitals are using 340B
revenue to help fund free and reduced cost care for uninsured or vulnerable populations,
the Alliance for Integrity and Reform of 340B (AIR340B) engaged Avalere Health to analyze
the amount of charity care 340B hospitals provide. This report, which updates earlier
analyses, 2 raises questions regarding whether the eligibility criteria for DSH hospitals are
aligned with Congress’ goal of supporting access to medicines for uninsured or vulnerable
populations.

One-quarter (25 percent) of 340B DSH
hospitals provide charity care that represents
less than 1 percent of their total operating costs.

Source: Avalere Health analysis of FY 2017 Medicare cost report data

During the eight years since AIR340B first released an analysis of hospital charity care, the
340B program has more than quadrupled in size (from $9 billion in 2014 to $38 billion in
2020)3 and yet most 340B hospitals continue to provide relatively low levels of charity

care, as a percent of their operating costs.

The analysis of hospital charity care levels in this report comes from data that hospitals
reported in their fiscal year (FY) 2019 Medicare cost reports. The data reveal that many of
the hospitals enrolled in the 340B program are failing to provide sufficient charity care to



vulnerable patients. While there are some 340B hospitals that provide considerable charity
care, for one-quarter (25 percent) of 340B DSH hospitals, charity care represents less than
1 percent of total operating costs. The new data also shows that about two-thirds (65
percent) of 340B DSH hospital provide less charity care as a percent of operating costs than
the average for all hospitals (340B and non-340B). Consistent with past analyses,4 the data
from the FY 2019 cost reports also show that a relatively small share of 340B DSH hospitals
account for the bulk of total charity care from all 340B hospitals.

The 340B program has grown dramatically since its inception in 1992, and it is clear the
program lacks an adequate structure for accountability and transparency for participating
hospitals. Despite continuing widespread support for the program’s original safety net
mission, 340B has in reality grown into a profit-driven program. Program growth has been
fueled by flawed program guidance, a lack of sufficient oversight, major shifts in the overall
health system, and evidence that the program may be leading to market distortions. All of
these factors also raise questions about the 340B program’s design and sustainability.5
These recurring questions and the results of this analysis of charity care highlight the need
for change. It is critical that Congress consider revising eligibility criteria for 340B hospitals
so that hospital eligibility metrics better target true safety net hospitals, and not hospitals
that provide only a minimal level of charity care.

Congress created the 340B program in 1992 to reinstate the deep discounts that
manufacturers had voluntarily provided to many safety-net facilities before the 1990
enactment of the Medicaid drug rebate statute.6 This 1990 statute established a
nationwide drug rebate program for state Medicaid agencies, and set forth a rebate
formula that considered the “best price” a manufacturer gave to effectively any customer.
Congress failed to exempt manufacturers’ voluntary discounts to safety-net providers from
Medicaid’s “best price,” which inadvertently impacted the discounts manufacturers
provided. Later in 1992, Congress responded by amending the Medicaid rebate statute to
exempt these discounts from “best price” and create the 340B drug discount program,
which established discounted prices for eligible safety-net providers based on a specific
formula.7 These providers, also known as “covered entities,” include select federal
grantees and certain hospitals.8

HOSPITAL ELIGIBILITY FOR THE 340B PROGRAM

Hospital eligibility for the 340B program is defined in the 340B statute. Qualifying non-
profit hospitals can participate in the 340B program and then get discounted medicines for
their patients.



In 2004, slightly less than half (49 percent) of 340B sales were to hospitals.9 That has
shifted over time and more recently about 80 percent of 340B sales were to
disproportionate share (DSH) hospitals,10 which are the focus of this analysis.11

These hospitals qualify for the 340B program based, in part, on their DSH percentage, which is a
measure relating to the share of Medicaid and low-income Medicare patients treated in a
hospital’s inpatient units. The DSH metric is used by the Centers for Medicare & Medicaid
Services to identify hospitals that qualify for additional Medicare payments based on serving
“significantly disproportionate number of low-income
patients.”1? As demonstrated by the data summarized in BRIV TR = = of | [T AVARC g {=TH

this paper, a high disproportionate share adjustment have allowed many hospitals to
percentage is not always linked to high levels of charity qualify for 340B discounts

care. Infact, declines in charity care due to uninsured even though they may not serve
patients becoming eligible for Medicaid through the significant numbers of vulnerable or

eligibility expansions under the Patient Protection and uninsured patients and may not
Affordable Care Act (ACA) have made more hospitals provide significant amounts of
eligible for 340B as their DSH percentages increase.'3 charity care.

Another 340B hospital eligibility 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 government; or (3) a private nonprofit hospital contracted with a
state or local government to provide health care services to low-income individuals who
are not Medicare or Medicaid eligible. Under the program, hospitals that qualify for 340B
through a contract obtain 340B discounted medicines for any patient receiving a hospital
outpatient service, not merely those services related to the hospital’s governmental
powers or contracts that make it eligible for 340B participation. Approximately two-thirds
of hospitals that participate in the 340B program are private, non-profit hospitals that
qualify for the program, in part, based on having contracts in place with state or local
governments to provide health care services to low-income individuals who are not eligible
for Medicare or Medicaid.14

Recent evidence suggests that the Health Resources and Services Administration (HRSA),
which administers the 340B program, may not be providing sufficient oversight of these
government contracts to ensure that the eligibility standards are aligned with
congressional intent. 15 Legislative history cited that certain private nonprofit hospitals
with a contract with a state or local government to provide health care to many “low-
income individuals who are not eligible for Medicaid or Medicare” (and met additional
requirements) could participate in the 340B program; however, a private nonprofit
hospital that had “a minor contract to provide indigent care which represents an
insignificant portion of its operating revenues” could not.16



In a report released in December 2019, the Government Accountability Office (GAO) found
significant shortcomings in the contracts many such hospitals have in place. Among other
things, few of the contracts included details about the amount or type of care hospitals
were required to provide, and in some instances, the documents the hospitals produced
were not contracts at all.17 While HRSA has started reviewing these contracts as part of
the annual 340B recertification process, GAO has found that the agency has not issued
guidance that describes how 340B program auditors are to identify whether those
contracts meet the standards set by Congress.18

PAST ANALYSES OF THE 340B HOSPITALS, THE DSH METRIC AND CHARITY CARE

Since 1992, the DSH metric itself has been the subject of careful analyses that have shed
light on what it does and does not measure. These analyses call into question the DSH
metric’s use in helping determine 340B hospital eligibility.19

As noted previously, the DSH metric was not designed for 340B eligibility purposes and
does not measure the percentage of uninsured patients a hospital serves, or the level of
charity care it provides. In 2018, a GAO analysis of hospitals participating and not
participating in the 340B program found that a fifth of the 340B hospitals in the study were
among those that provided the lowest amounts of charity care.20

Additionally, a recent academic study found that hospital enrollment in 340B is not
associated with an increase in the provision of uncompensated care.21 A GAO study also
found that the majority of 340B DSH hospitals surveyed do not pass 340B discounts on to
low-income, uninsured patients when these patients fill their prescriptions at an outside
pharmacy that has a contract with a 340B hospital (known as a contract pharmacy).22

The 340B program has transformed from a well-intentioned program targeted at true
safety-net providers in 1992 to one including an unanticipated large number of hospitals
today. Meanwhile, the environment in which nonprofit hospitals operate has also evolved
substantially. As highlighted in a 2017 National Academy of Sciences report, “in the years
since [340B’s] inception, the structure of hospitals in the United States has dramatically
changed, with nonprofit hospitals increasingly displaying characteristics of for-profit
hospitals.”23 That trend, combined with the fact that the DSH metric does not measure
the amount of charity care hospitals deliver, raises questions about whether the program
is being appropriately targeted to only those facilities that spend significant resources
providing care to disadvantaged populations.



The charity care data analyzed in this paper reflects the cost of providing free or
discounted care to low-income individuals who qualify for a hospital’s charity care
program. The analysis focuses solely on charity care and not the broader category of
uncompensated care, which includes bad debt from non-indigent and insured patient
accounts.

This paper’s primary focus on charity care is consistent, therefore, with the 340B
program’s intent, which is to sustain care for the vulnerable or uninsured.

Many acute care 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 policies regarding the criteria individuals must meet to qualify.
Although the American Hospital Association’s (AHA) voluntary policies and guidelines for
hospitals suggest that care should be provided free of charge to patients below 200
percent of the federal poverty level who have “a level of [financial] assets appropriate for
the community”, there is no requirement that hospitals follow these policies and
guidelines.24

IRS regulations require tax-exempt hospitals to establish publicly available written financial
assistance policies that apply to all emergency and medically necessary care that hospitals
provide.25 Those policies must include eligibility criteria for financial assistance, and
whether such assistance includes free or discounted care. The policies must also set forth
the basis for calculating amounts charged to patients, and must limit the amount the
hospital charges for emergency or medically necessary care it provides to an individual
who is eligible for financial assistance, but only to no more than the amount generally
billed to individuals who have insurance covering such care.26 However, neither the IRS
regulations nor the 340B program require hospitals to provide free or reduced-price care

to low-income uninsured individuals.

Under the IRS regulations, hospitals can set their own eligibility standards for charity care
programs. Given this flexibility, the IRS regulations do not appear sufficient to ensure that
the nonprofit, tax-exempt hospitals that qualify for 340B fulfill congressional expectations
for the 340B program.

This paper analyzes whether current 340B hospital eligibility criteria appropriately target
hospitals that provide relatively high levels of free or reduced-price care to vulnerable or
uninsured patients.

METHODOLOGY:

The analysis presented in this paper is based on data obtained from FY 2019 Medicare cost



reports analyzed by Avalere Health LLC (Avalere) to determine the share of total hospital
costs attributable to charity care, as reported by the hospital (see Appendix A for more
information on charity care and data methods).

The paper is based on data from the Medicare cost reports, which are filed annually by
hospitals and were redesigned in 2010 to more accurately capture the cost of the charity
care that hospitals provide. This Medicare cost report data on charity care was also used
by the GAO for a June 2015 report on 340B, in which the GAO stated it “confirmed with
CMS that the agency did not have any concerns about our use of the data.” The GAO also
stated that it performed “data reliability assessment and concluded that the cost report
data were sufficiently reliable.”

The analysis in this paper excludes Critical Access Hospitals because those rural hospitals
have very different cost structures than other hospitals and qualify for 340B based on
different metrics (see Appendix B for more information on Critical Access Hospitals).

Additionally, Freestanding Cancer Hospitals, Rural Referral Centers, Children’s Hospitals,
and Sole Community Hospitals were excluded from this analysis.

The data analyzed for this paper show that the 340B program includes many hospitals that
provide a minimal amount of charity care. In fact, for one-quarter (25 percent) of the 340B
hospitals studied, charity care represents less than one percent of hospital operating costs
(Figure 1). These hospitals provide a level of charity care that is far below the 2.9 percent
national average for all short-term acute care hospitals, regardless of 340B status. An
additional 38 percent of the 340B hospitals studied provide charity care that represents
between one percent and 2.9 percent of operating costs. In total, about two-thirds (65
percent) of 340B hospitals provide less charity care than the national average for all
hospitals, including for-profit hospitals.

In total, 65 percent of 340B hospitals provide
less charity care than the national average for
all short-term acute care hospitals, including

for-profit hospitals.

Source: Avalere Health analysis of FY 2019Medicare cost report data



Average National Level of Charity Care for STACHs: 2.9%
65% of 340B DSH Hospitals Have Charity Care Rates Below the
National Average for All Hospitals in FY2019

Charity Care Provided by 340B DSH Hospitals, FY2019
(As a Percent of Total Operating Costs)

m Charity Care Level: <1.0%
m Charity Care Level: 1.0-2,.9%

- .
= Charity Care Level: 3.0-4.9%
Charity Care Level: 5.0-9.9%
= Charity Care Level: 10.0%+

N=1,128

STACH: Short -Term Acute Care Hospital; DSH: Disproportionate Share Hospital
Source: Avalere analysis of FY2019 Medicare cost reports submitted by 3,209 STACHs. Of those, 1,128 hospitals were participating in 3408 as a DSH entity for a full or a portion of their cost
reporting period based on the enrollment and terminatian dates in the Office of Pharmacy Affairs (OPA) 3408 database, and submitted 2019 Medicare cost report data.

FIGURE 1

62% of 340B DSH Hospitals Have Charity Care Rates Below the
National Average FY 2019 (2.9%)

RECENT TRENDS

Charity care has remained relatively steady in recent years despite exponential growth in
sales through the 340B program. Table 1 shows that for all hospitals (340B and non-340B),
average charity care costs as a percent of operating costs for all hospitals ranged from 3.3
percent to 2.2 percent between 2011 and 2019, respectively. In each of those years, nearly
two-thirds of all 340B hospitals provided a below average level of charity care. Over this
same period, total sales at the 340B price quadrupled.

Table 1

Charity Care Provided by 340B DSH Hospitals, FY 2019 (As a Percent of Total Operating
Costs)
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National Average
Charity Care Level

2.8% 2.2% 25%  24% 2.7% 28% 2.9%

% of 340B Hospitals
Below National
Average

Sales at the 340B
Price®?

69.0% 61.9% 59.5% 64.4% 63% 61% 63% 62% 65%

! ! !
$6.4B $6.9B $7.2B $9.0B $12.0B $16.2B $19.3B $24.3B $29.9B




ADDITIONAL SOURCES OF GOVERNMENT
FUNDING FOR HOSPITALS

Despite evidence that many hospitals (both 340B and non-340B) provide low rates of
charity care, hospitals currently receive government funding from numerous sources to
compensate them for the cost of providing charity care and to help absorb the cost of bad
debt. Additionally, all hospitals (other than hospitals that are operated by state or local
governments) that qualify for 340B are not-for-profit, meaning they benefit from being
exempt from federal, state, and local taxes. The tax benefits for nonprofit hospitals were
most recently valued at $24.6 billion in 2011.28 A recent report found that “72 percent of
private nonprofit hospitals had a fair share deficit, meaning they spent less on charity care
and community investment than they received in tax breaks.”29

Some sources of government funding are reported in the Medicare cost reports. The
analysis of FY 2019 data found the total value of indirect medical education (IME)
payments and Medicare DSH payments totaled $9.9 billion for 340B DSH hospitals in 2019.
As compared to non-340B short-term acute care hospitals, 340B DSH hospitals receive
payments that are about twice as large (Figure 3) on average. In addition to these sources
of support that are regularly available, hospitals also received additional support during
the COVID-19 pandemic. Hospitals received much of the $178 billion in provider relief fund
grants to help cover additional costs and reduced revenue due to the pandemic.30

AIR340B



The Average Additional Medicare Payment for a 340B DSH
Hospital is Double Compared to any Other STACH in FY2019

Average Additional Medicare Payments Distribution (in $Millions)

B Other STACHs M 340B DSH Hospitals

Millions of Dollars

11

Indirect Medical Education (IME) Payment DSH Payment

Source: Avalere analysis of FY2019 Medicare cost reports submitted by 3,209 STACHs. Of those, 899 hospitals were participating in 340B as a DSH entity for a full or a portion of their cost reporting
period based on the enrollment and termination dates in the Office of Pharmacy Affairs (OPA) 340B Database.
Note: Inpatient Outlier Payments were unavailable for FY2019
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The 340B program was intended to support access to outpatient drugs for uninsured or
vulnerable patients through safety-net facilities. The program’s design allows eligible
hospitals to benefit from steeply discounted prescription drug prices for all patients if they
meet the program’s eligibility criteria. The 340B program has grown from $9 billion in sales
at the discounted price in 2014 to $38 billion in sales at the discounted price in 2020.31
Yet, this is the fourth iteration of this report spanning eight years and the findings remain
the same: despite generating more and more revenue from the 340B program,
participating hospitals continue to have relatively low charity care rates, with most 340B
hospitals providing below average levels of charity care. To promote a well-functioning
340B program designed to support access for needy patients and underpinned by sound
policy, Congress should reconsider the eligibility criteria for hospitals and incorporate a
minimum hospital charity care requirement into 340B hospital eligibility rules.

CHARITY CARE BACKGROUND

Acute-care hospitals will often provide charity care to patients who meet certain income
requirements. The specific nature of charity care varies by hospital. The Affordable Care
Act (ACA) added section 501(r) to the Internal Revenue Code, which requires nonprofit
hospitals to meet four key requirements to continue to qualify for federal tax exemption.
These four requirements include:

e Establish written financial assistance and emergency medical care policies;

e Limit the amounts charged for emergency or other medically necessary care to
individuals eligible for assistance under the hospital’s financial assistance policy to
not more than the amounts generally billed to individuals who have insurance
covering such care;

e Make reasonable efforts to determine whether an individual is eligible for
assistance before engaging in extraordinary collection actions against the
individual; and

e Conduct a community health needs assessment at least once every three years and
adopt an implementation strategy to meet the community health needs identified



through such assessment.32

Each individual hospital develops its own policy regarding the specific financial criteria that
must be met for an individual treated in the hospital to qualify for charity care. The
American Hospital Association’s (AHA) voluntary policies and guidelines for hospitals
suggest that care should be provided free of charge to patients below 200 percent of the
federal poverty level who have “a level of [financial] assets appropriate for the
community.”33 However, hospitals are not obligated to follow those voluntary guidelines.

CHARITY CARE DATA

The charity care data analyzed in this report is taken from FY 2012-2019 Medicare cost
reports. While the IRS 990 Schedule H forms also include data on charity care, the
Medicare cost report forms were used because they include all hospitals, while the IRS
forms are only available for non-public hospitals. Specifically, this analysis used the CMS-
2552-10 form, line 23 from worksheet S-10. This line represents the estimated cost of care
that was provided to patients approved for charity care. To calculate this amount,
hospitals first enter the total charges for care provided to patients approved for charity
care on line 20 of the same worksheet.

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 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 (OPPS).

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.

Table 1A provides an overview of the number and type of hospitals that were included in
the charity care analysis.
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TABLE 1A: NUMBER OF HOSPITALS INCLUDED IN THE ANALYSIS

Short-Term Acute Care Hospitals

Nonprofit

Government

Proprietary

AIR340B
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