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equwalent 1o approved new drugs.

N TH:E HOUSE OF REPRESENTATIVES
| JuLy 19, 1983 |

© Mr. Waxmaw (for himself, Mr. Mapican, Mr. WypeEn, Mr. Sixomrskr, Mr.
WIRTH, Mr. LeLanp, Mr. MarkEY, Mr. Swirr, Mr. BryanT, and Mr.
WEISS) introduced the following hill; which was referred to the Committee
on Energy and Commerce :

A BILL

_To amend the Federal Food, Drug, and COSmetlc Act to author— ,
" ize an abbreviated new drug application under section 505
- of that Act for generic new drugs equlvalent to approved
new drugs

1 ~ Beut enacted by the Senate and House of Representa-
tives of the; United States of Amemca in Congress assembled,

‘That this Act may be cited as the “Drug Price Competition

" Act of 1983”". |

~ SEC. 2. Section 505(b) of the Federal Fodd, Drug, and
Cosmetic Act (21 U.8.C. 355(b)) is amended by adding at the
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~end the fdﬂowing new sentence: ‘“‘Clause (1) of the previous
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2
sentence shall not apply in the case of an applieation for a

drug for Which previ us; apphcatlon has been approved in

accordance Wlth stibsection (e) it the” drug W1th respect t0

,Whlch sueh subsequent apphcatmn is filed meets approprlate _

| standards of 1dent1ty, strength quahty, purlty, stabﬂ1ty, bio-

availability, and bioequivalence in relation to the drug ap-
proved in the previous application.”. o
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