SEC. 7101. EXPANDED PARTICIPATION IN 340B PROGRAM.
(a) EXPANSION OF COVERED ENTITIES RECEIVING DISCOUNTED
PrICES.—Section 340B(a)(4) of the Public Health Service Act (42
U.S.C. 256b(a)(4)) is amended by adding at the end the following:
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“(M) A children’s hospital excluded from the Medicare
prospective payment system pursuant to section
1886(d)(1)(B)(i1i) of the Social Security Act, or a free-stand-
ing cancer hospital excluded from the Medicare prospective
payment system pursuant to section 1886(d)(1)(B)(v) of the
Social Security Act, that would meet the requirements of
subparagraph (L), including the disproportionate share ad-
justment percentage requirement under clause (ii) of such
subparagraph, if the hospital were a subsection (d) hos-
pital as defined by section 1886(d)(1)(B) of the Social Secu-
rity Act.

“(N) An entity that is a critical access hospital (as de-
termined under section 1820(c)(2) of the Social Security
EAxc)t),) and that meets the requirements of subparagraph
L)@).

“(0) An entity that is a rural referral center, as de-
fined by section 1886(d)(5)(C)(i) of the Social Security Act,
or a sole community hospital, as defined by section
1886(d)(5)(C)(iii) of such Act, and that both meets the re-
quirements of subparagraph (L)(i) and has a dispropor-
tionate share adjustment percentage equal to or greater
than 8 percent.”.

[See additional amendments to section 340B of PHSA made by
section 2302 of HCERA, p. 9541

(b) EXTENSION OF DISCOUNT TO INPATIENT DRUGS.—Section
340B of the Public Health Service Act (42 U.S.C. 256b) is amend-
ed—

(1) in paragraphs (2), (5), (7), and (9) of subsection (a), by
striking “outpatient” each place it appears [But see amend-
ments made by section 2302(1) of HCERA on p. 954]; and

(2) in subsection (b)—

(A) by striking “OTHER DEFINITION” and all that fol-
lows through “In this section” and inserting the following:
“OTHER DEFINITIONS.—

“(1) IN GENERAL.—In this section”; and

(B) by adding at the end the following new paragraph:

1 “(2) COVERED DRUG.—In this section, the term °‘covered

rug’—

“(A) means a covered outpatient drug (as defined in
section 1927(k)(2) of the Social Security Act); and

“(B) includes, notwithstanding paragraph (3)(A) of sec-
tion 1927(k) of such Act, a drug used in connection with
an inpatient or outpatient service provided by a hospital
described in subparagraph (L), (M), (N), or (O) of sub-
section (a)(4) that is enrolled to participate in the drug dis-
count program under this section.”.

(c) PROHIBITION ON GROUP PURCHASING ARRANGEMENTS.—Sec-
tion 340B(a) of the Public Health Service Act (42 U.S.C. 256b(a))
is amended—[But see amendments made by section 2302(1) of
HCERA on p. 9541

[(1) in paragraph (4)(L)—1

[(A) in clause (i), by adding “and” at the end;]

[(B) in clause (ii), by striking “; and” and inserting a
period; and]
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[(C) by striking clause (iii); andl

[(2) in paragraph (5), as amended by subsection (b)—1

[(A) by redesignating subparagraphs (C) and (D) as

subparagraphs (D) and (E); respectively; and]

[(B) by inserting after subparagraph (B), the fol-

lowing:]

[“(C) PROHIBITION ON GROUP PURCHASING ARRANGE-

MENTS.—]

[“G) IN GENERAL.—A hospital described in sub-
paragraph (L), (M), (N), or (O) of paragraph (4) shall
not obtain covered outpatient drugs through a group
purchasing organization or other group purchasing ar-
rangement, except as permitted or provided for pursu-
ant to clauses (ii) or (iii).]

[“Gi) INPATIENT DRUGS.—Clause (i) shall not apply
to drugs purchased for inpatient use.]

[“(iii) EXCEPTIONS.—The Secretary shall establish
reasonable exceptions to clause (i)—]

[“(I) with respect to a covered outpatient drug
that is unavailable to be purchased through the
program under this section due to a drug shortage
problem, manufacturer noncompliance, or any
other circumstance beyond the hospital’s control;]l

[“(IT) to facilitate generic substitution when a
generic covered outpatient drug is available at a
lower price; orl

[“(ITI) to reduce in other ways the administra-
tive burdens of managing both inventories of
drugs subject to this section and inventories of
drugs that are not subject to this section, so long
as the exceptions do not create a duplicate dis-
count problem in violation of subparagraph (A) or
a di]version problem in violation of subparagraph
(B).

[“(iv) PURCHASING ARRANGEMENTS FOR INPATIENT
DRUGS.—The Secretary shall ensure that a hospital
described in subparagraph (L), (M), (N), or (O) of sub-
section (a)(4) that is enrolled to participate in the drug
discount program under this section shall have mul-
tiple options for purchasing covered drugs for inpa-
tients, including by utilizing a group purchasing orga-
nization or other group purchasing arrangement, es-
tablishing and utilizing its own group purchasing pro-
gram, purchasing directly from a manufacturer, and
any other purchasing arrangements that the Secretary
determines is appropriate to ensure access to drug dis-
count pricing under this section for inpatient drugs
taking into account the particular needs of small and
rural hospitals.”.]

[(d) MEDICAID CREDITS ON INPATIENT DRUGS.—Section 340B of
the Public Health Service Act (42 U.S.C. 256b) is amended by strik-
ing subsection (c¢) and inserting the following: [Section 2502()(1)(B)
of PPACA strikes subsection (c) of section 340B of PHSA, as in effect
on the date of PPACA, and redesignates subsection (d) of section
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340B of PHSA, as in effect on such date, as subsection (c). This sub-
section strikes and replaces the redesignated version of subsection
(c). Section 2302(a)(2) of HCERA strikes the version of subsection (c)
inserted by this subsection.]]

[“(c) MEDICAID CREDIT.—Not later than 90 days after the date
of filing of the hospital’s most recently filed Medicare cost report,
the hospital shall issue a credit as determined by the Secretary to
the State Medicaid program for inpatient covered drugs provided to
Medicaid recipients.”.]

(e) EFFECTIVE DATES.—

(1) IN GENERAL.—The amendments made by this section
and section 7102 shall take effect on January 1, 2010, and
shall apply to drugs purchased on or after January 1, 2010.

(2) EFFECTIVENESS.—The amendments made by this sec-
tion and section 7102 shall be effective and shall be taken into
account in determining whether a manufacturer is deemed to
meet the requirements of section 340B(a) of the Public Health
Service Act (42 U.S.C. 256b(a)), notwithstanding any other pro-
vision of law.



