Chinese Journal of New Drugs 2023,32(20)

£E FDA(THIAE T REEEMNE) BN REXE %

O EREE, T X
(BXHGREEEERAEFIFFO, K 100163)

- EMSHEITRAR -

[fE] XEFDALFRAMEGHARELTHET — RFIBORME X, AKX EF —AXH
(TR GFITRETCENT)NMXAZHATNHE, UV EE FDA ik E A BEEBITABEALZE, AT
GHAFIRREARGFIEREARME, REAGHAGELBRFTFFENMRTRE LT L SHF K
BEAGFFFRALREL WM RBORREDN —SEH,

[XR$R] HHRAG;HEFF MECENG; & FFFUHZAE

[FESES] RIS [ XHEFRAER] A [XE%&HS] 1003 —3734(2023)20 —2039 - 05

Introduction to the U.S. FDA’s “Good Abbreviated New Drug Application
Assessment Practices” and reflections thereof

WANG Shao-rong, ZHANG Jun-lin, BAI Yu
( Center for Drug Evaluation, National Medical Products Administration, Beijing 100163, China)

[ Abstract |

recent years to accelerate the approval and marketing of generic drugs. This article briefly introduced the relevant

The U.S. Food and Drug Administration ( FDA) has issued a series of policy documents in

contents of one of these documents, i.e., “Good Abbreviated New Drug Application Assessment Practices” , to
explain how the US FDA tries to find a way, from the agency’s perspective, to standardize the review process of
generic drugs, and improve the review efficiency and effectiveness to promote generic drug marketing without quality
compromising. Also, some thoughts were put forward respecting the relevant policies for the reform of China’s drug
review and approval system.
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