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AMENDMENT TO RULES COMMITTEE PRINT
118-43

OFFERED BY MR. MOOLENAAR OF MICHIGAN

At the end of the bill (before the short title), insert

the following:

1 SEC. . None of the funds made available by this
2 Act to the Food and Drug Administration may be used
3 to review submissions made in connection with a new drug
4 application submitted under section 505 of the Federal
5 Food, Drug, and Cosmetic Act (21 U.S.C. 355) if—

6 (1) a sponsor thereof has transferred any obli-
7 cations for the conduct of a clinical study with re-
8 spect to the new drug application to a contract re-
9 search organization located in the People’s Republic
10 of China with “People’s Liberation Army” or
11 “PLA” in its name; and
12 (2) such clinical study had a start date that oc-
13 curs on or after the date that i1s 90 days after the
14 date of the enactment of this Act.
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At the end of the bill (before the short title), insert the following:


Sec. __. None of the funds made available by this Act to the Food and Drug Administration may be used to review submissions made in connection with a new drug application submitted under section 505 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 355) if— 

(1) a sponsor thereof has transferred any obligations for the conduct of a clinical study with respect to the new drug application to a contract research organization located in the People’s Republic of China with “People’s Liberation Army” or “PLA” in its name; and


(2) such clinical study had a start date that occurs on or after the date that is 90 days after the date of the enactment of this Act.
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  __. None of the funds made available by this Act to the Food and Drug Administration may be used to review submissions made in connection with a new drug application submitted under section 505 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 355) if— 
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