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(3) TRANSITIONAL PROVISIONS FOR USER FEES 

FOR BIOSIMILAR BIOLOGICAL PRODUCTS.— 
(A) APPLICATION OF THE PRESCRIPTION DRUG 

USER FEE PROVISIONS.—Section 735(1)(B) of 
the Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 379g(1)(B)) is amended by striking 
‘‘section 351’’ and inserting ‘‘subsection (a) 
or (k) of section 351’’. 

(B) EVALUATION OF COSTS OF REVIEWING BIO-
SIMILAR BIOLOGICAL PRODUCT APPLICATIONS.— 
During the period beginning on the date of 
enactment of this Act and ending on October 
1, 2010, the Secretary shall collect and evalu-
ate data regarding the costs of reviewing ap-
plications for biological products submitted 
under section 351(k) of the Public Health 
Service Act (as added by this Act) during 
such period. 

(C) AUDIT.— 
(i) IN GENERAL.—On the date that is 2 years 

after first receiving a user fee applicable to 
an application for a biological product under 
section 351(k) of the Public Health Service 
Act (as added by this Act), and on a biennial 
basis thereafter until October 1, 2013, the 
Secretary shall perform an audit of the costs 
of reviewing such applications under such 
section 351(k). Such an audit shall compare— 

(I) the costs of reviewing such applications 
under such section 351(k) to the amount of 
the user fee applicable to such applications; 
and 

(II)(aa) such ratio determined under sub-
clause (I); to 

(bb) the ratio of the costs of reviewing ap-
plications for biological products under sec-
tion 351(a) of such Act (as amended by this 
Act) to the amount of the user fee applicable 
to such applications under such section 
351(a). 

(ii) ALTERATION OF USER FEE.—If the audit 
performed under clause (i) indicates that the 
ratios compared under subclause (II) of such 
clause differ by more than 5 percent, then 
the Secretary shall alter the user fee appli-
cable to applications submitted under such 
section 351(k) to more appropriately account 
for the costs of reviewing such applications. 

(iii) ACCOUNTING STANDARDS.—The Sec-
retary shall perform an audit under clause (i) 
in conformance with the accounting prin-
ciples, standards, and requirements pre-
scribed by the Comptroller General of the 
United States under section 3511 of title 31, 
United State Code, to ensure the validity of 
any potential variability. 

(4) AUTHORIZATION OF APPROPRIATIONS.— 
There is authorized to be appropriated to 
carry out this subsection such sums as may 
be necessary for each of fiscal years 2010 
through 2012. 

(g) PEDIATRIC STUDIES OF BIOLOGICAL PROD-
UCTS.— 

(1) IN GENERAL.—Section 351 of the Public 
Health Service Act (42 U.S.C. 262) is amended 
by adding at the end the following: 

‘‘(m) PEDIATRIC STUDIES.— 
‘‘(1) APPLICATION OF CERTAIN PROVISIONS.— 

The provisions of subsections (a), (d), (e), (f), 

(i), (j), (k), (l), (p), and (q) of section 505A of 
the Federal Food, Drug, and Cosmetic Act 
shall apply with respect to the extension of 
a period under paragraphs (2) and (3) to the 
same extent and in the same manner as such 
provisions apply with respect to the exten-
sion of a period under subsection (b) or (c) of 
section 505A of the Federal Food, Drug, and 
Cosmetic Act. 

‘‘(2) MARKET EXCLUSIVITY FOR NEW BIOLOGI-
CAL PRODUCTS.—If, prior to approval of an ap-
plication that is submitted under subsection 
(a), the Secretary determines that informa-
tion relating to the use of a new biological 
product in the pediatric population may 
produce health benefits in that population, 
the Secretary makes a written request for 
pediatric studies (which shall include a time-
frame for completing such studies), the ap-
plicant agrees to the request, such studies 
are completed using appropriate formula-
tions for each age group for which the study 
is requested within any such timeframe, and 
the reports thereof are submitted and ac-
cepted in accordance with section 505A(d)(3) 
of the Federal Food, Drug, and Cosmetic 
Act— 

‘‘(A) the periods for such biological product 
referred to in subsection (k)(7)(B) are deemed 
to be 4 years and 6 months rather than 4 
years and the date that is 6 months after the 
date described in subsection (k)(7)(A) rather 
than the date described in such subsection; 
and; and 

‘‘(B) if the biological product is designated 
under section 526 for a rare disease or condi-
tion, the period for such biological product 
referred to in section 527(a) is deemed to be 
7 years and 6 months rather than 7 years. 

‘‘(3) MARKET EXCLUSIVITY FOR ALREADY- 
MARKETED BIOLOGICAL PRODUCTS.—If the Sec-
retary determines that information relating 
to the use of a licensed biological product in 
the pediatric population may produce health 
benefits in that population and makes a 
written request to the holder of an approved 
application under subsection (a) for pediatric 
studies (which shall include a timeframe for 
completing such studies), the holder agrees 
to the request, such studies are completed 
using appropriate formulations for each age 
group for which the study is requested with-
in any such timeframe, and the reports 
thereof are submitted and accepted in ac-
cordance with section 505A(d)(3) of the Fed-
eral Food, Drug, and Cosmetic Act— 

‘‘(A) the periods for such biological product 
referred to in subsection (k)(7)(B) are deemed 
to be 4 years and 6 months rather than 4 
years and the date that is 6 months after the 
date described in subsection (k)(7)(A) rather 
than the date described in such subsection; 
and 

‘‘(B) if the biological product is designated 
under section 526 for a rare disease or condi-
tion, the period for such biological product 
referred to in section 527(a) is deemed to be 
7 years and 6 months rather than 7 years. 

‘‘(4) EXCEPTION.—The Secretary shall not 
extend a period referred to in paragraph 
(2)(A), (2)(B), (3)(A), or (3)(B) if the deter-
mination under section 505A(d)(3) is made 
later than 9 months prior to the expiration 
of such period.’’. 

(2) STUDIES REGARDING PEDIATRIC RE-
SEARCH.— 

(A) PROGRAM FOR PEDIATRIC STUDY OF 
DRUGS.—Subsection (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 Cos-
metic 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 im-
portance of biological products for children 
that are being tested as a result of the 
amendments made by the Patient Access to 
Safe and Competitive Biologics Act and the 
importance for children, health care pro-
viders, parents, and others of labeling 
changes made as a result of such testing; 

‘‘(5) review and assess the number, impor-
tance, and prioritization of any biological 
products that are not being tested for pedi-
atric use; and 

‘‘(6) offer recommendations for ensuring 
pediatric testing of biological products, in-
cluding consideration of any incentives, such 
as those provided under this section or sec-
tion 351(m) of the Public Health Service 
Act.’’. 

(h) ORPHAN PRODUCTS.—If a reference prod-
uct, as defined in section 351 of the Public 
Health Service Act (42 U.S.C. 262) (as amend-
ed 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 dis-
ease or condition, a biological product seek-
ing approval for such disease or condition 
under subsection (k) of such section 351 as 
biosimilar or therapeutically equivalent to, 
such reference product may be licensed by 
the Secretary only after the expiration for 
such reference product of the later of— 

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

(2) the period of exclusivity described in 
subsection (k)(7)(A) of such section 351. 

f 

RECESS UNTIL 12:01 A.M. 
TOMORROW 

The PRESIDING OFFICER. The time 
of the Senator has expired. 

Under the previous order, the Senate 
stands in recess until 12:01 a.m., Mon-
day, December 21, 2009. 

Thereupon, the Senate, at 11:31 p.m., 
recessed until Monday, December 21, 
2009, at 12:01 a.m. 
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