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Project Feasibility Research and Evaluation for Generic Drug

LI Yanyan, CHEN Shuqing*(Zhejiang University, Hangzhou 310058, China)

ABSTRACT: OBJECTIVE To provide guidance and assistance for Chinese enterprise planning to apply for ANDA approval
from the FDA. Introduce how to get the target product and how to investigate and evaluate, then finally make the strategy.
METHODS The methodology mainly used was exemplification. RESULTS Obtained the way and methods of collection and
evaluation of drug information in the U.S., clarified the factors of generating development and registration strategies.
CONCLUSION Drug information in the U.S. is transparent and public relatively, and available from public sources. The
project evaluation can’t be absolutely correct, so enterprises can set up their acceptable standards according to their own
requirements.
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Patent Data

001 7235576 01/12/2020 DS DP
001 7351834 01/12/2020 DS

001 7897623 01/12/2020 DP
001 8124630 01/12/2020

001 8618141 02/11/2023

001 8841330 01/12/2020

001 8877933 12/24/2027 DS DP
001 9737488 09/10/2028 DP

Bl 1 FDA MR K# o FRBEBR R dE B oy £ A

U-1438 12/16/2013
U-1480 01/30/2014
U-1696 05/15/2015
U-1624 12/22/2014

U-1480 11696 U-2107 09/20/2017

Fig.1 The patents of sorafenib tosylate (Nexavar) tablet contained in FDA’s Orange Book
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