
747 Sec. 7002PPACA (Consolidated) 

TITLE VII—IMPROVING ACCESS TO 
INNOVATIVE MEDICAL THERAPIES 

Subtitle A—Biologics Price Competition 
and Innovation 

SEC. 7001. SHORT TITLE. 
(a) IN GENERAL.—This subtitle may be cited as the ‘‘Biologics 

Price Competition and Innovation Act of 2009’’. 
(b) SENSE OF THE SENATE.—It is the sense of the Senate that 

a biosimilars pathway balancing innovation and consumer interests 
should be established. 
SEC. 7002. APPROVAL PATHWAY FOR BIOSIMILAR BIOLOGICAL PROD-

UCTS. 
(a) LICENSURE OF BIOLOGICAL PRODUCTS AS BIOSIMILAR OR 

INTERCHANGEABLE.—Section 351 of the Public Health Service Act 
(42 U.S.C. 262) is amended—

(1) in subsection (a)(1)(A), by inserting ‘‘under this sub-
section or subsection (k)’’ after ‘‘biologics license’’; and 

(2) by adding at the end the following: 
‘‘(k) LICENSURE OF BIOLOGICAL PRODUCTS AS BIOSIMILAR OR 

INTERCHANGEABLE.—
‘‘(1) IN GENERAL.—Any person may submit an application 

for licensure of a biological product under this subsection. 
‘‘(2) CONTENT.—

‘‘(A) IN GENERAL.—
‘‘(i) REQUIRED INFORMATION.—An application sub-

mitted under this subsection shall include information 
demonstrating that—

‘‘(I) the biological product is biosimilar to a 
reference product based upon data derived from—

‘‘(aa) analytical studies that demonstrate 
that the biological product is highly similar to 
the reference product notwithstanding minor 
differences in clinically inactive components; 

‘‘(bb) animal studies (including the assess-
ment of toxicity); and 

‘‘(cc) a clinical study or studies (including 
the assessment of immunogenicity and phar-
macokinetics or pharmacodynamics) that are 
sufficient to demonstrate safety, purity, and 
potency in 1 or more appropriate conditions of 
use for which the reference product is licensed 
and intended to be used and for which licen-
sure is sought for the biological product; 
‘‘(II) the biological product and reference prod-

uct utilize the same mechanism or mechanisms of 
action for the condition or conditions of use pre-
scribed, recommended, or suggested in the pro-
posed labeling, but only to the extent the mecha-
nism or mechanisms of action are known for the 
reference product; 
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