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AMENDMENT

OFFERED BY M .

Add at the end the following:

SEC. = . NOTIFICATION TO CONGRESS RELATING TO
MISSED USER FEE REVIEW DEADLINES.

(a) IN GENERAL.—The Secretary of IHealth and
Human Services, acting through the Commissioner of
Food and Drugs, shall, for each instance in which an ap-
plicable deadline is not met due to imadequate staffing,
submit to the Congress a notification of that failure to
meet such deadline.

(b) APPLICABLE DEADLINE DEFINED.—In this sec-
tion, the term ‘“applicable deadline” means a deadline
specified in the goals identified for purposes of subchapter
C of chapter VII of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 379f et seq.), in the letters from the Sec-
retary of Health and Human Services to the Chairman
of the Committee on Health, Education, Liabor, and Pen-
sions of the Senate and the Chairman of the Committee
on Energy and Commerce of the House of Representa-
tives, as set forth in the Congressional Record.
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Add at the end the following: 


SEC. ___. Notification to Congress relating to missed user fee review deadlines.

(a) In general.—The Secretary of Health and Human Services, acting through the Commissioner of Food and Drugs, shall, for each instance in which an applicable deadline is not met due to inadequate staffing, submit to the Congress a notification of that failure to meet such deadline.

(b) Applicable deadline defined.—In this section, the term “applicable deadline” means a deadline specified in the goals identified for purposes of subchapter C of chapter VII of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 379f et seq.), in the letters from the Secretary of Health and Human Services to the Chairman of the Committee on Health, Education, Labor, and Pensions of the Senate and the Chairman of the Committee on Energy and Commerce of the House of Representatives, as set forth in the Congressional Record.
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  Add at the end the following:  
  
  ___. Notification to Congress relating to missed user fee review deadlines 
  (a) In general The Secretary of Health and Human Services, acting through the Commissioner of Food and Drugs, shall, for each instance in which an applicable deadline is not met due to inadequate staffing, submit to the Congress a notification of that failure to meet such deadline. 
  (b) Applicable deadline defined In this section, the term  applicable deadline means a deadline specified in the goals identified for purposes of subchapter C of chapter VII of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 379f et seq.), in the letters from the Secretary of Health and Human Services to the Chairman of the Committee on Health, Education, Labor, and Pensions of the Senate and the Chairman of the Committee on Energy and Commerce of the House of Representatives, as set forth in the Congressional Record. 
 

