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(E) FUNDING LIMITATION.—Funding for the study con-
ducted under this subsection shall not exceed $500,000. 
(3) CONGRESSIONAL ACTION.—After receiving the report 

submitted by the Secretary under paragraph (2)(D), the Com-
mittee on Finance of the Senate and the Committee on Ways 
and Means and the Committee on Energy and Commerce of 
the House of Representatives shall, as they deem appropriate, 
take action based on the recommendations contained in the re-
port. 

(4) AUTHORIZATION OF APPROPRIATIONS.—There are author-
ized to be appropriated such sums as are necessary for the pur-
pose of carrying out this subsection. 
(d) CONFORMING AMENDMENTS.—

(1) TITLE XX.—Title XX of the Social Security Act (42 
U.S.C. 1397 et seq.), as amended by section 6703(a), is amend-
ed—

(A) in the heading of section 2001, by striking ‘‘TITLE’’ 
and inserting ‘‘SUBTITLE’’; and 

(B) in subtitle 1, by striking ‘‘this title’’ each place it 
appears and inserting ‘‘this subtitle’’. 
(2) TITLE IV.—Title IV of the Social Security Act (42 U.S.C. 

601 et seq.) is amended—
(A) in section 404(d)—

(i) in paragraphs (1)(A), (2)(A), and (3)(B), by in-
serting ‘‘subtitle 1 of’’ before ‘‘title XX’’ each place it 
appears; 

(ii) in the heading of paragraph (2), by inserting 
‘‘SUBTITLE 1 OF’’ before ‘‘TITLE XX’’; and 

(iii) in the heading of paragraph (3)(B), by insert-
ing ‘‘SUBTITLE 1 OF’’ before ‘‘TITLE XX’’; and 
(B) in sections 422(b), 471(a)(4), 472(h)(1), and 

473(b)(2), by inserting ‘‘subtitle 1 of’’ before ‘‘title XX’’ each 
place it appears. 
(3) TITLE XI.—Title XI of the Social Security Act (42 U.S.C. 

1301 et seq.) is amended—
(A) in section 1128(h)(3)—

(i) by inserting ‘‘subtitle 1 of’’ before ‘‘title XX’’; 
and 

(ii) by striking ‘‘such title’’ and inserting ‘‘such 
subtitle’’; and 
(B) in section 1128A(i)(1), by inserting ‘‘subtitle 1 of’’ 

before ‘‘title XX’’. 

Subtitle I—Sense of the Senate Regarding 
Medical Malpractice 

SEC. 6801. SENSE OF THE SENATE REGARDING MEDICAL MAL-
PRACTICE. 

It is the sense of the Senate that—
(1) health care reform presents an opportunity to address 

issues related to medical malpractice and medical liability in-
surance; 

VerDate 0ct 09 2002 13:03 Jun 09, 2010 Jkt 000000 PO 00000 Frm 00745 Fmt 9001 Sfmt 6601 F:\P11\NHI\COMP\PPACACON.005 HOLCPC

June 9, 2010 



746Sec. 6801 PPACA (Consolidated) 

(2) States should be encouraged to develop and test alter-
natives to the existing civil litigation system as a way of im-
proving patient safety, reducing medical errors, encouraging 
the efficient resolution of disputes, increasing the availability 
of prompt and fair resolution of disputes, and improving access 
to liability insurance, while preserving an individual’s right to 
seek redress in court; and 

(3) Congress should consider establishing a State dem-
onstration program to evaluate alternatives to the existing civil 
litigation system with respect to the resolution of medical mal-
practice claims.
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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; 

VerDate 0ct 09 2002 13:03 Jun 09, 2010 Jkt 000000 PO 00000 Frm 00747 Fmt 9001 Sfmt 6601 F:\P11\NHI\COMP\PPACACON.005 HOLCPC

June 9, 2010 


