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POLICY ISSUES FOR PHARMACEUTICALS

By Rena M. Conti and Peter B. Bach

The 340B Drug Discount Program:
Hospitals Generate Profits By
Expanding To Reach More Affluent

Communities

ABSTRACT The federal 340B program gives participating hospitals and
other medical providers deep discounts on outpatient drugs. Named for a
section of the Veterans Health Care Act of 1992, the program’s original
intent was to help low-income and uninsured patients. But the program
has come under scrutiny by critics who contend that some hospitals
exploit the drug discounts to generate profits instead of either investing
in programs for the poor or passing the discounts along to patients and
insurers. We examined whether the program is expanding in ways that
could maximize hospitals’ ability to generate profits from the 340B drug
discounts. We matched data for 960 hospitals and 3,964 affiliated clinics
registered with the 340B program in 2012 with the socioeconomic
characteristics of their communities from the US Census Bureau’s
American Community Survey. We found that hospital-affiliated clinics
that registered for the 340B program in 2004 or later served
communities that were wealthier and had higher rates of health
insurance compared to communities served by hospitals and clinics that
registered for the program before 2004. Our findings support the
criticism that the 340B program is being converted from one that serves
vulnerable patient populations to one that enriches hospitals and their

affiliated clinics.

ection 340B of the Veterans Health
Care Act 01992 was intended to give
assistance to low-income and un-
insured patients.' The 340B program
gives registered “340B entities” such
as hospitals and other medical care providers—
including federally qualified health centers and
state AIDS Drug Assistance Programs—access to
deep discounts on outpatient drugs similar to
those offered through the Medicaid Drug Rebate
Program, which was created by the Omnibus
Budget Reconciliation Act of 1990.
Participation in the 340B program has in-
creased substantially in recent years. In 2011
there were 16,500 340B entity sites that were
affiliated with approximately 3,200 unique
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340B entities. Thatis roughly double the number
of sites reported in 2001.!

As the number of sites qualifying for the 340B
discounts has grown, the program has come un-
der increased scrutiny. Critics contend that this
growth is largely driven by hospitals seeking to
exploit the availability of 340B drug discounts to
generate profits.

340B hospitals can generate profits by pre-
scribing drugs to patients who have private in-
surance or Medicare.? Other participating medi-
cal providers are required to pass along the
discounts to patients and to provide annual re-
ports about their service to vulnerable popula-
tions to the Health Resources and Services Ad-
ministration (HRSA), which oversees the 340B
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program. However, 340B hospitals are not re-
quired to pass along their discounts to patients
or insurers or to demonstrate their investments
in outpatient programs for the poor. Conse-
quently, these providers can generate 340B prof-
its by pocketing the difference between the dis-
counted price that they paid for the drugs and the
higher reimbursement paid by insurers and pa-
tients.

“Hospitals can elect to sell all of their 340B
drugs to only fully insured patients while not
passing any of the deeply discounted prices to
the most vulnerable, the uninsured. This is con-
trary to the purpose of the 340B program since
much of the benefit of the discounted drugs flows
to the covered entity rather than to the vulnera-
ble patients that the program was designed to
help,” Sen. Charles Grassley (R-IA) wrote in a
2013 letter to Mary Wakefield, administrator
of HRSA.?

In 2012 one 340B entity, Duke University Hos-
pital, reported five-year profits of $282 million
accrued through its outpatient departments and
affiliated clinics as a result of its participation in
the 340B program.’ Another report suggested
that profits generated through the prescribing
of asingle medical oncologist who practices atan
outpatient clinic affiliated with a 340B hospital
could reach $1 million per year, when the oncolo-
gist administered drugs obtained at 340B dis-
counted prices to treat fully insured patients.’

It is logical to assume that as 340B hospitals
consider the pros and cons of expansion, the
potential profit might lead them to expand into
areas that serve more affluent and better insured
patients, even if this is counter to the 340B pro-
gram’s goals of improving care and access for
low-income and uninsured patients. Strategic
behavior by these hospitals could take one of
three forms: A hospital could decide to provide
outpatient service to new communities where
patients have higher incomes and greater access
to insurance, compared to communities served
by the hospital in earlier years; to pursue affili-
ations with outpatient clinics or open outpatient
clinics in such new communities; or both. The
wide implementation of these strategies would
enhance the profitability of participating 340B
hospitals without advancing the core goals of the
program.

We conducted an empirical analysis to deter-
mine whether the expansion of the 340B pro-
gram has been associated with a shift away from
its core focus on low-income and underinsured
communities and toward communities whose
residents generally have higher incomes and
greater access to insurance. Specifically, we fo-
cused on 340B hospitals that also participated
in Medicare’s disproportionate-share hospital

(DSH) program. This program provides hospi-
tals with increased payments for services based
on a formula that takes into account the propor-
tion of low-income and uninsured patients
treated as inpatients at those facilities.

If, compared to previously registered 340B
hospitals, newly registered hospitals served
similar or more vulnerable communities, newly
affiliated clinics cared for similar or more vul-
nerable communities, or both, that would be
evidence that the program’s expansions have
been consistent with Congress’s original intent.

Study Data And Methods

This is an observational study that used nation-
ally representative data on 340B program par-
ticipants matched to data from the US Census
Bureau® on communities’ socioeconomic charac-
teristics. We employed a cross-sectional inter-
temporal design. This allowed us to assess the
2012 socioeconomic characteristics of the com-
munities served by 340B hospital entities that
received DSH payments (which we refer to below
as 340B DSH hospitals) and their affiliated clin-
ics in relation to the year when these providers
first registered for the 340B program. The study
design also allowed us to determine if expan-
sions of the program at the level of the hospital,
affiliated clinic, or both were trending toward
serving more affluent communities of patients
instead of the low-income populations that the
program was intended to help.

Using a single year to assess the socioeconom-
ic characteristics of all of the communities in our
study has strengths and limitations. Specifically,
the cross-sectional analytic approach ensures
that our results are not an artifact of the passing
of time or of shifting socioeconomic character-
istics in particular communities. The approach
also takes advantage of a specific program re-
quirement: Every year, each 340B entity must
be recertified for the program. For a hospital
participating in Medicare’s DSH program, certi-
fication requires that the current patient popu-
lation served by its inpatient service meet 340B
program requirements based on data reported in
the hospital’s Medicare cost reports. Hospitals
thatdonotmeetthese requirements annually are
terminated from the program, along with their
affiliated clinics.

However, using area-level measures of a com-
munity’s socioeconomic characteristics limited
our ability to determine the makeup of the pop-
ulation that a 340B entity serves. This limitation
is a classic form of mismeasurement: It weak-
ened our ability to detect the patterns of 340B
program registrations and clinic affiliations that
we hypothesized existed over time, without in-
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EXHIBIT 1

Numbers Of Disproportionate-Share Hospitals And Their Affiliated Outpatient Clinics In

The 340B Program, 1992-2012
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troducing directional bias.

The online Appendix’ provides details about
the data sources that we employed, our outcome
variable definitions, the empirical methods that
we used, and the sensitivity analyses that we
performed.

Study Results

In 2012 there were 960 340B DSH hospitals
(Exhibit 1). The number of newly registered
340B DSH hospitals has steadily increased since
the 340B program’s inception in 1992. However,

EXHIBIT 2

the number began to increase at a higher rate
starting in 2003. In 2012 there were 3,964 out-
patient clinics affiliated with the 340B DSH hos-
pitals. The number of clinics newly registered
with the 340B program has increased exponen-
tially since 1993, numbering 3,964 in 2012. In
2007 the number of affiliated clinics in the pro-
gram (689) surpassed the number of DSH hos-
pitals in the program (641).

Fifty-three percent of 340B DSH hospitals (510
out of 960) had at least one affiliated clinic in
2012 (data not shown). On average, these 510
hospitals had nine affiliated clinics each (medi-
an: 4; range: 1-140).

In 2012 health uninsurance rates were lower
(p < 0.0001) in communities with affiliated clin-
ics, compared to communities with 340B DSH
hospitals (Exhibit 2). Communities with 340B
DSH hospitals had significantly higher poverty
rates and lower unemployment and mean and
median household incomes, compared to na-
tional averages (p < 0.01). The socioeconomic
characteristics of communities with affiliated
clinics were significantly more similar to nation-
al averages (p < 0.01). The differences between
communities with 340B DSH hospitals and those
with affiliated clinics were also significant
(p < 0.01).

Generally, DSH hospitals that registered for
the 340B program in 2004 or later served com-
munities with fewer low-income people
(p < 0.05), compared to DSH hospitals that reg-
istered before 2004 (Exhibit 3). Communities
with hospitals that registered before 2004 and

Socioeconomic Characteristics Of Communities Served By 340B Disproportionate-Share Hospitals And Served By
Hospital-Affiliated Outpatient Clinics Compared To Communities In All US ZIP Code Tabulation Areas
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EXHIBIT 3

Socioeconomic Characteristics Of Communities Served By Disproportionate-Share Hospitals And By
Hospital-Affiliated Outpatient Clinics, By Time Of Registration For The 340B Program
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source Authors' analysis of data from the 340B provider list maintained by the Office of Pharmacy Affairs in the Health Resources
and Service Administration; US Census Bureau's American Community Survey demographic and housing estimates, 2012; and US Cen-
sus Bureau's Small Area Health Insurance Program, August 2013. NoTes Percent unemployed, uninsured, and below federal poverty
level relate to the left-hand y axis. Household income relates to the right-hand y axis. Communities with clinics that registered for the
340B program both before 2004 and later had unemployment rates of less than 1 percent.

those with hospitals that registered in later years
did not differ significantly in terms of uninsur-
ance rates or mean and median household in-
comes. Clinics affiliated with 340B entities that
registered for the 340B program in 2004 or later
served wealthier communities with higher levels
of insurance (p < 0.01), compared to clinics that
registered before 2004.

Furthermore, when we compared communi-
ties served by hospitals and those served by clin-
ics, we found that facilities registering in 2004 or
later differed from those registering before 2004
(Exhibit 4). Relative to communities served by
hospitals registering in the later time period,
communities served by clinics had lower rates
of uninsurance, for example, but the opposite
was true with facilities registering in the earlier
time period. In general, hospitals that registered
in 2003 or before had clinics that served signifi-
cantly poorer communities than their parent in-
stitutions, compared to facilities that registered
after 2004 (p < 0.01).

These findings were robust in regressions that
employed continuous time measures and alter-
native years as the cutoff point. Notably, differ-
ences with clinics’ parent 340B hospitals in
terms of socioeconomic characteristics of the
communities served were increasingly stark for
clinics that joined the 340B program in 2011 and
2012, compared to those that joined before 2004
(p < 0.01; for percentage differences in commu-
nity socioeconomic characteristics between affil-
iated clinics and DSH hospitals by year of 340B
registration, see Appendix Exhibit Al).”

In addition, our results were robust in regres-
sions that used the Primary Care Service Area as
an alternative geographic unit of analysis (re-
sults available upon request from the corre-
sponding author). Our findings were also con-
sistent with an additional comparison of
variables reported on each 340B hospital’s
2012 Medicare cost report, which HRSA uses
to determine the hospitals’ registration and an-
nual certification for the 340B program (for a
comparison of hospital characteristics reported
on Medicare cost reports from hospitals that
qualified for the 340B program before 2004
and those that qualified later, see Appendix Ex-
hibit A2).”

Discussion

The primary purpose of the 340B program was to
give assistance to low-income and uninsured pa-
tients.! Since its inception, the program has ex-
perienced expansions. However, we observed
significant growth in the number of newly regis-
tered 340B DSH hospitals and exponential
growth in the number of outpatient clinics affili-
ated with them since 2004.

We focused on whether these expansions have
been associated with a shift away from the pro-
gram’s core focus on low-income and uninsured
populations. We found that 340B DSH hospitals
serve communities that are poorer and have
higher uninsurance rates than the average US
community. However, beginning around 2004,
newly registered 340B DSH hospitals have
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EXHIBIT 4

Socioeconomic Characteristics Of Communities Served By Ho:

spital-Affiliated Clinics In Comparison To Characteristics Of

Communities Served By Disproportionate-Share Hospitals, By Time Of Registration For The 340B Program
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tended to be in higher-income communities,
compared to hospitals that joined the 340B pro-
gram earlier.

We also found that, compared to 340B DSH
hospitals, their affiliated clinics tended to serve
communities with socioeconomic characteris-
tics that were more similar to the average US
community: The clinics served communities
with lower poverty rates and higher mean and
median income levels than their 340B DSH hos-
pital parents did. These results suggest that the
expansions among 340B DSH hospitals run
counter to the program’s original intention.

Our findings are consistent with recent com-
plaints by stakeholders and media reports
suggesting that the 340B program is being con-
verted from one that serves vulnerable commu-
nities to one that enriches participating hospi-
tals and the clinics affiliated with them.** Other
recent analyses have suggested that hospitals
receiving DSH payments are shifting some spe-
cialty care from the inpatient to the outpatient
setting, where drug discounts gained from par-
ticipation in the 340B program may generate
increased profits.> %

Our results are consistent with another exam-
ination of the recent geographical patterns of
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in communities served by clinics that registered before 2004 was
ed by hospitals that registered before 2004. In contrast, the rate in
less than the rate in communities served by hospitals that regis-

merger and acquisition activities occurring be-
tween hospitals and clinics in twelve US commu-
nities. Emily Carrier and coauthors report that
hospitals are increasingly pursuing targeted,
geographic service expansion to “capture”
well-insured patients." An important future em-
pirical analysis would examine whether 340B
DSH hospitals are pursuing such activities at a
different rate, are targeting different patient
populations, or both, compared to hospitals that
do not participate in the 340B program.

More broadly, our findings suggest that gain-
ing access to 340B drug discounts may act as one
motivating rationale for the affiliations and
mergers among hospitals and outpatient physi-
cian practices that are becoming increasingly
common in the United States.”” ™ There are likely
multiple reasons for such mergers, acquisitions,
and affiliations that linked hospitals and out-
patient clinics during this period.

From the hospitals’ perspective,” the goals of
these activities may include improving payer
mix, becoming better able to compete with other
hospitals, and avoiding competition from spe-
cialist-owned ambulatory surgery centers; co-
operating on quality improvement measures;"”’
and increasing leverage with health plans.’®

Downloaded from content.healthaffairs.org by Health Affairs on March 2, 2015

at UNIVERSITY OF CHICAGO


http://content.healthaffairs.org/

Physicians may also wish to pursue these rela-
tionships to improve their working hours or re-
ferral patterns and to reduce significant finan-
cial risks.

In this context, the potential for profit derived
from 340B drug purchases should be most con-
centrated among specialty outpatient practices—
including those in oncology, neurology, and
ophthalmology—that heavily use costly prescrip-
tion drugs to care for their patients. It is beyond
the scope of our analysis to test this hypothesis
empirically. However, we surveyed the trade lit-
erature on documented shifts in care and in
merger and acquisition activities among out-
patient specialty care providers. We found evi-
dence that supported the hypothesis for oncol-
ogists.”*2 A 2012 report by Elaine Towle and
coauthors suggests that the share of physician-
owned private practices in oncology declined
10 percentage points between 2010 and 2011,
while merger and acquisition activities between

community oncology practices and hospitals in-
creased substantially.??

Conclusion

Few data are available to systematically assess
the impact that the expansion of 340B-qualified
hospitals may be having on medical care spend-
ing, access, and quality. Most previous literature
on these effects has drawn on news reports or
government audits that featured selected insti-
tutions.? In previous work we argued that these
expansions are likely raising chemotherapy
spending and prices for patients and insurers,
and providing limited gain to the poor and un-
insured.? The pursuit of timely, transparent, and
national assessments of whether and how the
activities of 340B hospitals and their affiliated
clinics are benefiting the populations originally
targeted by the Veterans Health Care Act is an
important policy goal. m
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