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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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