G\M\INAUCHIN\AUCHIN_019. XML

AMENDMENT TO THE AMENDMENT IN THE

NATURE OF A SUBSTITUTE TO H.R. 1262

OFFERED BY MR. AUCHINCLOSS OF

MASSACHUSETTS

Page 29, after line 24, add the following (and make

such conforming changes as may be necessary):

1 SEC.

2
3
4
5
6
7
8
9

12. INCREASING TRANSPARENCY, REDUCING FINAN-
CIAL CONFLICTS IN COMMISSIONER’S NA-
TIONAL PRIORITY VOUCHER PILOT PRO-
GRAM.

Any individual involved in the evaluation or approval

of applications under the Commissioner’s National Pri-

ority Voucher Pilot Program shall—

(1) make publicly available all correspondence

with other employees and officers of the Food and

10 Drug Administration pertaining to such evaluation
11 or approval;
12 (2) be subject to the disclosure requirements
13 described in subparagraph (I) of section 505(3)(3)
14 of the Federal Food, Drug, and Cosmetic Act (21
15 U.S.C. 355(3)(3)) (as added by section 10(a)); and
16 (3) be subject to the requirements under section
17 712 of the Federal Food, Drug, and Cosmetic Act
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1 (21 U.S.C. 379d-1), which shall apply to such indi-
2 vidual as if the individual were a member of an advi-
3 sory committee.
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Amendment to the Amendment in the Nature of a Substitute to H.R. 1262


Offered by Mr. Auchincloss of Massachusetts


Page 29, after line 24, add the following (and make such conforming changes as may be necessary):


SEC. 12. Increasing transparency, reducing financial conflicts in Commissioner’s National Priority Voucher Pilot Program.

Any individual involved in the evaluation or approval of applications under the Commissioner’s National Priority Voucher Pilot Program shall—


(1) make publicly available all correspondence with other employees and officers of the Food and Drug Administration pertaining to such evaluation or approval;


(2) be subject to the disclosure requirements described in subparagraph (H) of section 505(j)(3) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 355(j)(3)) (as added by section 10(a)); and


(3) be subject to the requirements under section 712 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 379d–1), which shall apply to such individual as if the individual were a member of an advisory committee.
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