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AMENDMENT TO H.R. 8646, AS REPORTED

OFFERED BY MR. POCAN OF WISCONSIN

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

the following:

[E—

SEC. . None of the funds made available by this
Act may be used by the Food and Drug Administration
to deny a new animal drug application under section 512
of the Federal Food, Drug, and Cosmetic Act (21 U.S.C.
360Db) solely on the basis of using historical control data
(as defined 1 section 514.117(b)(4)(1v) of title 21, Code
of Federal Regulations) from purpose-bred laboratory

dogs in place of a negative control group for a Target Ani-
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mal Safety study submitted in support of the application.
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Amendment to H.R. 8646, as Reported


Offered by Mr. Pocan of Wisconsin


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


Sec. __. None of the funds made available by this Act may be used by the Food and Drug Administration to deny a new animal drug application under section 512 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360b) solely on the basis of using historical control data (as defined in section 514.117(b)(4)(iv) of title 21, Code of Federal Regulations) from purpose-bred laboratory dogs in place of a negative control group for a Target Animal Safety study submitted in support of the application.
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  __. None of the funds made available by this Act may be used by the Food and Drug Administration to deny a new animal drug application under section 512 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360b) solely on the basis of using historical control data (as defined in section 514.117(b)(4)(iv) of title 21, Code of Federal Regulations) from purpose-bred laboratory dogs in place of a negative control group for a Target Animal Safety study submitted in support of the application. 
 

