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(2) STUDIES REGARDING PEDIATRIC RESEARCH.—
(A) PROGRAM FOR PEDIATRIC STUDY OF DRUGS.—Sub-

section (a)(1) of section 409I of the Public Health Service 
Act (42 U.S.C. 284m) is amended by inserting ‘‘, biological 
products,’’ after ‘‘including drugs’’. 

(B) INSTITUTE OF MEDICINE STUDY.—Section 505A(p) of 
the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 
355b(p)) is amended by striking paragraphs (4) and (5) and 
inserting the following: 
‘‘(4) review and assess the number and importance of bio-

logical products for children that are being tested as a result 
of the amendments made by the Biologics Price Competition 
and Innovation Act of 2009 and the importance for children, 
health care providers, parents, and others of labeling changes 
made as a result of such testing; 

‘‘(5) review and assess the number, importance, and 
prioritization of any biological products that are not being test-
ed for pediatric use; and 

‘‘(6) offer recommendations for ensuring pediatric testing of 
biological products, including consideration of any incentives, 
such as those provided under this section or section 351(m) of 
the Public Health Service Act.’’. 
(h) ORPHAN PRODUCTS.—If a reference product, as defined in 

section 351 of the Public Health Service Act (42 U.S.C. 262) (as 
amended by this Act) has been designated under section 526 of the 
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360bb) for a rare 
disease or condition, a biological product seeking approval for such 
disease or condition under subsection (k) of such section 351 as bio-
similar to, or interchangeable with, such reference product may be 
licensed by the Secretary only after the expiration for such ref-
erence product of the later of—

(1) the 7-year period described in section 527(a) of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C. 360cc(a)); and 

(2) the 12-year period described in subsection (k)(7) of such 
section 351. 

SEC. 7003. SAVINGS. 
(a) DETERMINATION.—The Secretary of the Treasury, in con-

sultation with the Secretary of Health and Human Services, shall 
for each fiscal year determine the amount of savings to the Federal 
Government as a result of the enactment of this subtitle. 

(b) USE.—Notwithstanding any other provision of this subtitle 
(or an amendment made by this subtitle), the savings to the Fed-
eral Government generated as a result of the enactment of this 
subtitle shall be used for deficit reduction. 

Subtitle B—More Affordable Medicines for 
Children and Underserved Communities 

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)(iii) 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 
Act), and that meets the requirements of subparagraph 
(L)(i). 

‘‘(O) 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.’’. 

øSee additional amendments to section 340B of PHSA made by 
section 2302 of HCERA, p. 954¿

(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 øBut 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: 
‘‘(2) COVERED DRUG.—In this section, the term ‘covered 

drug’—
‘‘(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—øBut see amendments made by section 2302(1) of 
HCERA on p. 954¿

ø(1) in paragraph (4)(L)—¿
ø(A) in clause (i), by adding ‘‘and’’ at the end;¿
ø(B) in clause (ii), by striking ‘‘; and’’ and inserting a 

period; and¿
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ø(C) by striking clause (iii); and¿
ø(2) in paragraph (5), as amended by subsection (b)—¿

ø(A) by redesignating subparagraphs (C) and (D) as 
subparagraphs (D) and (E); respectively; and¿

ø(B) by inserting after subparagraph (B), the fol-
lowing:¿

ø‘‘(C) PROHIBITION ON GROUP PURCHASING ARRANGE-
MENTS.—¿

ø‘‘(i) 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).¿

ø‘‘(ii) INPATIENT DRUGS.—Clause (i) shall not apply 
to drugs purchased for inpatient use.¿

ø‘‘(iii) EXCEPTIONS.—The Secretary shall establish 
reasonable exceptions to clause (i)—¿

ø‘‘(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;¿

ø‘‘(II) to facilitate generic substitution when a 
generic covered outpatient drug is available at a 
lower price; or¿

ø‘‘(III) 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 diversion problem in violation of subparagraph 
(B).¿
ø‘‘(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.’’.¿

ø(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: øSection 2502(f)(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.¿¿

ø‘‘(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. 

SEC. 7102. IMPROVEMENTS TO 340B PROGRAM INTEGRITY. 
(a) INTEGRITY IMPROVEMENTS.—Subsection (d) of section 340B 

of the Public Health Service Act (42 U.S.C. 256b) is amended to 
read as follows: 

‘‘(d) IMPROVEMENTS IN PROGRAM INTEGRITY.—
‘‘(1) MANUFACTURER COMPLIANCE.—

‘‘(A) IN GENERAL.—From amounts appropriated under 
paragraph (4), the Secretary shall provide for improve-
ments in compliance by manufacturers with the require-
ments of this section in order to prevent overcharges and 
other violations of the discounted pricing requirements 
specified in this section. 

‘‘(B) IMPROVEMENTS.—The improvements described in 
subparagraph (A) shall include the following: 

‘‘(i) The development of a system to enable the 
Secretary to verify the accuracy of ceiling prices cal-
culated by manufacturers under subsection (a)(1) and 
charged to covered entities, which shall include the 
following: 

‘‘(I) Developing and publishing through an ap-
propriate policy or regulatory issuance, precisely 
defined standards and methodology for the cal-
culation of ceiling prices under such subsection. 

‘‘(II) Comparing regularly the ceiling prices 
calculated by the Secretary with the quarterly 
pricing data that is reported by manufacturers to 
the Secretary. 

‘‘(III) Performing spot checks of sales trans-
actions by covered entities. 

‘‘(IV) Inquiring into the cause of any pricing 
discrepancies that may be identified and either 
taking, or requiring manufacturers to take, such 
corrective action as is appropriate in response to 
such price discrepancies. 
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