
TAM12241 S.L.C. 

AMENDMENT NO.llll Calendar No.lll 

Purpose: To require an independent assessment of the Food 

and Drug Administration’s review of drug applications. 

IN THE SENATE OF THE UNITED STATES—112th Cong., 2d Sess. 

S. 3187 

To amend the Federal Food, Drug, and Cosmetic Act to 

revise and extend the user-fee programs for prescription 

drugs and medical devices, to establish user-fee pro-

grams for generic drugs and biosimilars, and for other 

purposes. 

Referred to the Committee on llllllllll and 

ordered to be printed 

Ordered to lie on the table and to be printed 

AMENDMENT intended to be proposed by Mr. COBURN 

Viz: 

At the end of title VII, add the following: 1

SEC. 7ll. INDEPENDENT ASSESSMENT. 2

(a) IN GENERAL.—The Secretary shall contract with 3

a private, independent consulting firm capable of per-4

forming the technical analysis, management assessment, 5

and program evaluation tasks required to conduct a com-6

prehensive assessment of the process for the review of 7

drug applications under subsections (b) and (j) of section 8

505 of the Federal Food, Drug, and Cosmetic Act (21 9

U.S.C. 355(b), (j)) and subsections (a) and (k) of section 10
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351 of the Public Health Service Act (42 U.S.C. 262(a), 1

(k)). The assessment shall address the premarket review 2

process of drugs by the Food and Drug Administration, 3

using an assessment framework that draws from appro-4

priate quality system standards, including management 5

responsibility, documents controls and records manage-6

ment, and corrective and preventive action. 7

(b) PARTICIPATION.—Representatives of the Food 8

and Drug Administration and manufacturers of drugs 9

subject to user fees under part 2 of subchapter C of chap-10

ter VII of the Federal Food, Drug, and Cosmetic Act (21 11

U.S.C. 379g et seq.) shall participate in a comprehensive 12

assessment of the process for the review of drug applica-13

tions under section 505 of the Federal Food, Drug, and 14

Cosmetic Act and section 351 of the Public Health Service 15

Act. The assessment shall be conducted in phases. 16

(c) FIRST CONTRACT.—The Secretary shall award 17

the contract for the first assessment under this section 18

not later than March 31, 2013. Such contractor shall 19

evaluate the implementation of recommendations and pub-20

lish a written assessment not later than February 1, 2016. 21

(d) FINDINGS AND RECOMMENDATIONS.— 22

(1) IN GENERAL.—The Secretary shall publish 23

the findings and recommendations under this section 24

that are likely to have a significant impact on review 25
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times not later than 6 months after the contract is 1

awarded. Final comprehensive findings and rec-2

ommendations shall be published not later than 1 3

year after the contract is awarded. 4

(2) IMPLEMENTATION PLAN.—The Food and 5

Drug Administration shall publish an implementa-6

tion plan not later than 6 months after the date of 7

receipt of each set of recommendation. 8

(e) SCOPE OF ASSESSMENT.—The assessment under 9

this section shall include the following: 10

(1) Identification of process improvements and 11

best practices for conducting predictable, efficient, 12

and consistent premarket reviews that meet regu-13

latory review standards. 14

(2) Analysis of elements of the review process 15

that consume or save time to facilitate a more effi-16

cient process. Such analysis shall include— 17

(A) consideration of root causes for ineffi-18

ciencies that may affect review performance and 19

total time to decision; 20

(B) recommended actions to correct any 21

failures to meet user fee program goals; and 22

(C) consideration of the impact of com-23

bination products on the review process. 24
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(3) Assessment of methods and controls of the 1

Food and Drug Administration for collecting and re-2

porting information on premarket review process re-3

source use and performance. 4

(4) Assessment of effectiveness of the reviewer 5

training program of the Food and Drug Administra-6

tion. 7

(5) Recommendations for ongoing periodic as-8

sessments and any additional, more detailed or fo-9

cused assessments. 10

(f) REQUIREMENTS.—The Secretary shall— 11

(1) analyze the recommendations for improve-12

ment opportunities identified in the assessment, de-13

velop and implement a corrective action plan, and 14

ensure it effectiveness; 15

(2) incorporate the findings and recommenda-16

tions of the contractors, as appropriate, into the 17

management of the premarket review program of the 18

Food and Drug Administration; and 19

(3) incorporate the results of the assessment in 20

a Good Review Management Practices guidance doc-21

ument, which shall include initial and ongoing train-22

ing of Food and Drug Administration staff, and 23

periodic audits of compliance with the guidance. 24


