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What Drug Manufacturers Need to Know About 340B in 2013

BY JENNIFER L. PLITSCH, CHRISTOPHER H. PRUITT,
AND STEPHANIE H. BARCLAY

T he 340B Drug Pricing Program may not be as well-
known as other pharmaceutical pricing programs,
but its impact and scope continue to grow. In 2011,

the Government Accountability Office (GAO) estimated
that covered entities purchased over $6 billion worth of
deeply discounted drugs under the 340B Program,1

making up approximately 2% of all U.S. pharmaceutical
sales. 340B discounted sales are expected to continue to
grow, reaching $12 billion by 2016,2 and the program
includes one-third of the nation’s hospitals, which is
triple the number of participating hospitals in 2005.3

Rapid growth of this program has been fueled in part by
the Affordable Care Act (ACA), which expanded eligi-
bility to an additional 3,000 340B providers, approxi-
mately 1,600 of which have already registered for the
program according to the Health Resources and Ser-

vices Administration (HRSA).4 Further, more hospitals
may become eligible for the program by increasing the
number of Medicaid patients they treat.

Throughout the program’s 20-year history it has been
plagued with compliance and enforcement concerns,
but recently those concerns have generated significant
activity. In recent months, HRSA has significantly
ramped up its integrity and oversight efforts through a
number of new initiatives. It is expected that these ef-
forts will continue in the year ahead,5 and potential leg-
islative and regulatory changes are also on the horizon.
This article summarizes the key issues that stakehold-
ers should be aware of during the rest of this eventful
year for the 340B Program.

I. Audits
Last year, HRSA conducted its first ever audits of

covered entities in the history of the 340B Program.
HRSA audited 51 covered entities on both a random
and targeted basis, with the targeted audit subjects cho-
sen based on risk assessments and allegations of drug
diversion, duplicate discounts, or entity ineligibility.6

Recently, HRSA released a report on 18 of the com-

1 GAO, Drug Pricing: Manufacturer Discounts in the 340B
Program Offer Benefits, but Federal Oversight Needs Improve-
ment, GAO-11-836, (September 2011), at http://www.gao.gov/
new.items/d11836.pdf. (19 HCPR 1463, 9/26/11)

2 Andrew Pollack, Dispute Develops Over Drug Discount
Program, The New York Times (February 12, 2013).

3 Id.
4 Bruce Buckley, 340B Program a $6 Billion Market Force,

Specialty Pharmacy Continuum, http://
www.specialtypharmacycontinuum.com/ (requires registra-
tion).

5 HRSA, Letter to 340B Participants (February 10, 2012), at
http://www.hrsa.gov/opa/programrequirements/policyreleases/
programintegrity021012.pdf.

6 HRSA, Clarification of HRSA Audits of 340B Covered En-
tities (March 5, 2012), at http://www.hrsa.gov/opa/
programrequirements/policyreleases/
auditclarification030512.pdf; HRSA, Clarification of HRSA Au-
dits of 340B Covered Entities (February 8, 2013), at http://
www.hrsa.gov/opa/programrequirements/policyreleases/
auditclarification020813.pdf.
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pleted audits, with no adverse findings for 16 of the 18,
and an inaccurate database entry for two of the audits.7

The findings of the additional audits currently remain
unknown. HRSA has indicated that manufacturers will
have access to some of the audit findings, including the
ability to learn whether audits reveal that discounts
were paid to non-qualifying entities. HRSA also con-
firmed that covered entity audits will continue into 2013
and are expected eventually to include 200 to 400 addi-
tional covered entities.

As a result of the audits, some entities have already
alerted manufacturers that the entity may have been in-
eligible for discounts and offered repayment. It is not
yet clear what impact such notifications and payments
from covered entities will have for manufacturers’ price
reporting obligations under other drug pricing pro-
grams. Manufacturers should consider the possible im-
pact if and when they are offered such repayment, and
it would be prudent to develop a process under which
these refunded discounts are collected and handled.

In addition to HRSA-led audits, manufacturers also
began exercising their authority under the statute to au-
dit covered entities last year and may increasingly do so
in 2013. A number of audit work plans have been sub-
mitted to HRSA already, with some of those work plans
proceeding to audit. As the process for manufacturer
audits becomes more clearly defined, there is a good
chance that more manufacturer audits will follow.

Additional HRSA oversight and guidance may also
create opportunities for disputes between covered enti-
ties and manufacturers to be resolved in good faith
without formal enforcement efforts including audits.
Manufacturers may want to review purchasing trends
to assess whether 340B entities are potentially receiving
inappropriate discounts. Information that may be wor-
thy of a closer look includes significant 340B outpatient
utilization of a product traditionally used in both inpa-
tient and outpatient settings, volumes of 340B pur-
chases by hospitals that are out of proportion with the
size of the hospital, purchasing of high volume of 340B
drugs during penny pricing periods, and erratic sales or
chargeback data over time.

Finally, many industry experts believe that manufac-
turers potentially will be audited by HRSA in this com-
ing year. Audits for manufacturers likely would focus
on whether manufacturers are inappropriately with-
holding 340B drugs from covered entities or charging
the correct discounted price for 340B drugs.

There are multiple steps that manufacturers, as well
as covered entities, can take to ensure compliance and
prepare for audits, including reviewing and updating
policies and procedures relevant to 340B compliance
and performing internal audits.

II. Recertification
HRSA has also stepped up its efforts to ensure that

only eligible covered entities participate in the 340B
Program. To be eligible for 340B participation, an entity
must certify that it falls within one of six categories of
hospitals or 11 categories of non-hospitals that are eli-
gible based on the receipt of certain federal funding.
The hospitals include disproportionate share hospitals,
children’s hospitals and cancer hospitals exempt from

the Medicare prospective payment system, sole commu-
nity hospitals, rural referral centers, and critical access
hospitals. Non-hospitals include federally qualified
health centers (FQHCs), FQHC ‘‘look-alikes,’’ state-
operated AIDS drug assistance programs, programs un-
der the Ryan White CARE Act Part A, Part B and Part
C, clinics for tuberculosis, black lung, family planning
and sexually transmitted disease, hemophilia treatment
centers, public housing primary care clinics, homeless
clinics, Urban Indian clinics, and Native Hawaiian
health centers.8 Until recently, prospective 340B cov-
ered entities were added to the listing upon a showing
of eligibility and then remained on the list unless and
until the covered entity itself sought removal.

In 2012, HRSA engaged in its first ever systematic re-
certification initiative, requiring covered entities to re-
establish their eligibility as 340B covered entities. HR-
SA’s February 2012 policy letter stated that HRSA will
do yearly qualifications to make sure that 340B entities
qualify and meet statutory requirements and will verify
on a quarterly basis.9 As a result of this recertification
effort, HRSA reviewed the eligibility of over 6,300 non-
hospital sites and 3,800 hospitals in 2012, decertifying
269 entities. On December 3, 2012, HRSA notified com-
munity health centers that recertification for their eligi-
bility for 340B drug discounts will begin in January of
2013.10

Recently, a ‘‘significant number’’ of covered entities
missed the deadline to recertify their 340B eligibility.11

HRSA now is running very frequent reports showing
changes to the covered entity list,12 signaling that in-
creased monitoring by manufacturers may be prudent
to avoid offering discounts to newly decertified entities.
Providing discounts to entities that are no longer 340B
eligible may not only unnecessarily decrease manufac-
turers’ revenue, but it could potentially affect manufac-
turers’ price reporting obligations under other drug
pricing programs.

III. Regulatory and Policy Developments
After much delay, significant regulatory changes af-

fecting the 340B Program potentially could occur within
the coming year. These long-awaited regulatory devel-
opments include the following:

s A final version of the rule implementing a restriction
on purchase of orphan drugs by certain 340B entities
is pending at the Office of Management and Budget
(OMB) and may be released this year. Under the
ACA, certain drugs designated for rare or orphan
diseases are excluded from 340B drug discount re-
quirements. HRSA published a proposed rule ad-

7 HRSA, Fiscal Year 2012 340B Completed Program Audits
(February 8, 2013), at http://www.hrsa.gov/opa/
programintegrity/auditresults/340bauditreport02082013.pdf.

8 SNHPA, Overview of the 340B Drug Discount Program,
http://www.snhpa.org/public/340b_overview.cfm (last visited
March 18, 2013).

9 HRSA, Letter to 340B Participants (February 10, 2012), at
http://www.hrsa.gov/opa/programrequirements/policyreleases/
programintegrity021012.pdf.

10 Drug Discount Monitor, HRSA Notifies 340B Health Cen-
ters About Upcoming Recertification, http://
drugdiscountmonitor.com/2012/12/hrsa-notifies-340b-health-
centers-about-upcoming-recertification/.

11 Drug Discount Monitor, Significant Number of Health
Centers Missed 340B Recertification Deadline, http://
drugdiscountmonitor.com/2013/02/significant-number-of-
health-centers-missed-340b-recertification-deadline/.

12 HRSA, Reports, http://opanet.hrsa.gov/opa/Reports/
Reports.aspx (last visited March 18, 2013).
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dressing this issue on May 20, 2011,13 which would
exclude orphan drugs from the program only when
used for an orphan indication. This approach met
with some criticism because the statute appears to
categorically exclude such drugs from the 340B Pro-
gram, irrespective of their use, and compliance likely
would be difficult to police.

s A regulation providing better clarity regarding the
definition of ‘‘patient’’ may also be released soon in
light of pressure from Congress and industry groups.
Covered entities are prohibited from the resale or
transfer of discounted drugs to anyone other than a
patient of the covered entity. The statute creating the
340B Program does not contain a patient definition,
so HRSA published guidance in 1996 which estab-
lishes a very broad three-part test for defining a pa-
tient.14 HRSA subsequently published proposed
changes to the definition in 2007. In its September
2011 report, the GAO noted that HRSA’s patient defi-
nition has proven unworkable and there is a risk that
HRSA’s guidance will be interpreted ‘‘too broadly
leading to cases of unintended diversion.’’15 HRSA
has indicated plans to withdraw the 2007 proposed
definition and replace it with a new definition.16

s HRSA may move forward with rulemaking for dis-
pute resolution and civil monetary penalties (CMPs).

s The Centers for Medicaid & Medicare Services
(CMS) may finalize a rule on the Medicaid Drug Re-
bate Program that addresses the scope of the exclu-
sion from best price calculations for sales to 340B en-
tities. The proposed rule would revise the current
MDRP regulation to limit the exclusion to ‘‘[p]rices
charged under the 340B drug pricing program’’ (the
prior rule had applied to any price charged to a cov-
ered entity).17 The effect of this proposed language,
if finalized, is unclear. For example, it potentially
could be interpreted to sweep voluntary sub-ceiling
sales to 340B entities or other discounts made to
340B entities beyond program requirements into the
best price calculation, since one may argue that these
sales did not occur ‘‘under the 340B drug pricing pro-
gram.’’

s Finally, HRSA may release guidance on 340B price
calculations and adjustments, including the process
for and impact of covered entity and manufacturer
refunds. Currently, manufacturers have very little
guidance about how to appropriately calculate 340B
prices, how to treat covered entity refunds for vari-
ous pricing calculations, and when—both in size and
timing—true up payments are required.

These actions could have a significant impact on the
340B Program, ranging from determining who is eli-
gible for 340B discounts to how this program affects
government pricing under other programs.

The contemplated regulatory changes discussed
above will be in addition to the recent issuance by

HRSA of its report of audit findings to date (discussed
above) and multiple new policy releases. These releases
address the following:

s HRSA clarified that the criteria it uses for risk-based
audits include volume of purchases, increased com-
plexity of the program administration, and use of
contract pharmacies. This policy release also makes
clear that findings from these audits may be used to
refer matters to the Office of Inspector General
(OIG) or the Department of Justice.18

s HRSA clarified the application of the group purchas-
ing organization (GPO) exclusion and sanctions that
will be implemented against entities that violate the
GPO exclusion, including the immediate removal
from the 340B Program and repayment obligations.
An authorizing official at the relevant hospital must
sign an acknowledgement of this statutory require-
ment. Hospital outpatient clinic sites participating in
the 340B program are also subject to this require-
ment.19

s HRSA issued guidance for the accurate use of the
Medicaid Exclusion File to avoid duplicate discounts,
which reminded covered entities of their obligation
to inform HRSA (by providing their Medicaid billing
numbers) if they will purchase and dispense drugs
for their Medicaid patients. Covered entities must at-
test to the accuracy of their information on the HRSA
Medicaid Exclusion file as well as their billing infor-
mation.20

s HRSA provided a restatement of HRSA’s policy relat-
ing to 340B eligibility criteria for hospitals that are
not publicly owned or operated. Such hospitals must
be ‘‘owned or operated by a state or local govern-
ment; be a public or private non-profit corporation
which is formally granted governmental powers by a
unit of state or local government; or be a private non-
profit hospital which has a contract with a state or lo-
cal government to provide health care services to low
income individuals who are not entitled to benefits
under Medicare or Medicaid.’’21 HRSA made clear
that these nonpublic hospitals have an ongoing re-
sponsibility to notify HRSA immediately if the hospi-
tal no longer meets 340B eligibility requirements and
must cease purchasing 340B drugs.

Taken together, HRSA’s policy releases provide more
transparency about the HRSA’s enforcement priorities
as well as consequences that manufacturers and cov-
ered entities could face as a result of HRSA enforce-
ment efforts.

IV. Legislative Interest
Congress has recently shown increased interest in

the 340B Program. Following a trend begun in March

13 (76 Fed. Reg. 29183) (19 HCPR 853, 5/30/11)The final
rule is under review at the Office of Management and Budget
(21 HCPR 255, 2/18/13).

14 Final Notice Regarding Section 602 of the Veterans
Health Care Act of 1992, Patient and Entity Eligibility, 61 Fed.
Reg. 55156 (Oct. 24, 1996).

15 GAO, Drug Pricing: Manufacturer Discounts in the 340B
Program Offer Benefits, but Federal Oversight Needs Improve-
ment, GAO-11-836, (Washington, D.C. September 2011), at
http://www.gao.gov/new.items/d11836.pdf.

16 SNHPA, Overview of the 340B Drug Discount Program,
http://www.snhpa.org/public/340b_overview.cfm (last visited
March 18, 2013).

17 77 Fed. Reg. at 5,318, 5,337, 5,363 (Feb. 2, 2012).

18 HRSA, Clarification of HRSA Audits of 340B Covered En-
tities (February 8, 2013), at http://www.hrsa.gov/opa/
programrequirements/policyreleases/
auditclarification020813.pdf.

19 HRSA, Statutory Prohibition on Group Purchasing Orga-
nization Participation (February 7, 2013), at http://
www.hrsa.gov/opa/programrequirements/policyreleases/
prohibitionongpoparticipation020713.pdf.

20 HRSA, Clarification on Use of The Medicaid Exclusion
File (February 7, 2013), at http://www.hrsa.gov/opa/
programrequirements/policyreleases/
medicaidexclusionclarification020713.pdf.

21 HRSA, Clarification on Eligibility for Hospitals That Are
Not Publicly Owned or Operated (March 7, 2013), at http://
www.hrsa.gov/opa/programrequirements/policyreleases/
hosptialeligibilitypolicy.pdf.
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2012 when members of Congress expressed concern
about oversight in the 340B Program, on January 31,
2013, six members of Congress sent a letter to HRSA
demanding greater transparency regarding the recent
audit and recertification process.22

Further Congressional action may be spurred by ad-
vocates for both the pharmaceutical industry and cov-
ered entities. A recent white paper produced collabora-
tively by various pharmaceutical industry and phar-
macy organizations requests that Congress ‘‘conduct a
thorough review of the 340B Program to ensure it is
meeting its original goals.’’23 The paper discusses the
original history and intent of the 340B Program, raises
concerns about the current use of the 340B Program
and its potential distortion of pharmacy and hospital
markets, argues that there is a need for additional over-
sight and formal regulation, and discusses next steps
for the program moving forward.24 In response to the
white paper, the Safety Net Hospitals for Pharmaceuti-
cal Access (SNHPA), which represents the interests of
covered entities, noted its disagreement with various
points in the white paper and its basic disagreement
with the premise that the 340B Program should be lim-
ited to the narrow purpose of ‘‘helping uninsured indi-
gent patients gain better access to prescription drugs.’’
SNHPA also expressed concern over the fact that HRSA
has yet to audit a manufacturer. Despite these points of

disagreement, SNHPA agreed with the need for HRSA
to issue more formal regulations that implemented no-
tice and comment rulemaking and to continue to en-
gage in program oversight.25

Aside from federal legislation, states increasingly are
looking to 340B as a mechanism of obtaining cost sav-
ings for state Medicaid programs. For example, Califor-
nia requires covered entities to purchase drugs under
the 340B rather than Medicaid if the option is avail-
able.26 Illinois recently passed a law that requires all en-
tities that would be eligible for the 340B Program to en-
roll in the program and purchase drugs for eligible pa-
tients under the 340B Program rather than bill
Medicaid.27 Massachusetts has considered similar legis-
lation.28 This trend may continue as states see 340B
Program participation as a way to keep their Medicaid
programs financially sustainable.

V. Conclusion
The 340B Program has undergone significant

changes during 2012, and 2013 has already seen signifi-
cant developments that are likely to continue. Stake-
holders should monitor developments carefully to en-
sure that they are able to deal with uncertainties pre-
sented by audits and recertification, as well as to
maintain compliance even as potential new legislation,
regulations, and guidance come into effect.

22 Lamar Alexander, U.S. Senator, Joe Pitts, Member of
Congress, Michael Enzi, U.S. Senator, Orrin G. Hatch, U.S.
Senator, Charles E. Grassley, U.S. Senator, Bill Cassidy, Mem-
ber of Congress, Letter from Members of Congress (January
31, 2013), at http://www.grassley.senate.gov/about/upload/
2013-01-31-CEG-to-HRSA-Drug-Pricing-Program.pdf (21
HCPR 207, 2/11/13).

23 The 340B Drug Discount Program: A Review and Analy-
sis of the 340B Program (Winter 2013), at http://
www.ncpanet.org/pdf/leg/feb13/340b_white_paper.pdf (21
HCPR 254, 2/18/13).

24 Id.

25 SNHPA, SNHPA Statement on Drug and PBM Industry
Funded Study on 340B Program (February 12, 2013), at http://
www.snhpa.org/public/documents/pdfs/SNHPA_News_
Release_2-12-13.pdf.

26 Kate Traynor, Medicaid Reform Causes Major 340B Pro-
gram Changes in Illinois, Pharmacy News (September 1,
2012), http://www.ashp.org/menu/News/PharmacyNews/
NewsArticle.aspx?id=3762 (last visited February 17, 2013).

27 Id.
28 National Conference of State Legislatures, States and the

340B Drug Pricing Program, http://www.ncsl.org/issues-
research/health/340b-drug-pricing-program-and-states.aspx
(last visited February 17, 2013).
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