Hh ) T A RS 2023 4F 4 H 5 16 4555 4 1]

ET2RHEEP xR HH B EHERXT LR

AR FAR TX@# # &
PEGHAFERGWERE BN EFHTF S

[ ZE)Awh. A TALRAMERRE MFHGAFZEM T HENNERAL A Fo LT 5 FIFN EAKY
Hy % By ] B RAT S BUR  H EAe R AR B, ok R MR R R e ATk, SR B E B W
B ) G B RAL B BOR IR AT AT T, S8 T H SR RAT AR SARYT W A% TR, £ B B Al £
BREER AR R R E R AR d, BT EANRT SN ERY, £l RIE AR FRE
I 2GR AL T AT Ay iR S AR AR UG BRI IR AT ) 2 AT B A R ACR AR, M T 2 R
1 H) RIS BRAK £, RILT B H 8K B 47,

[R82iA] 4 5K BRIAT; 45425 — g
P >EF RIS L#kAFRRA A doi:10. 3969/, issn. 1674-2982. 2023. 04. 006

VL7 % 211198

A comparative study on the promotion policies of generic drug substitution between China, the
United States and Japan based on full cycle management
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[ Abstract] Objective: Based on the concept of full-cycle management, this paper provides suggestions for the
formulation and improvement of generic drug substitution promotion policies in China from multiple links such as
generic drug R & D registration, market access, clinical use, and post-marketing reevaluation. Methods: Using
comparative analysis method and literature research approach, the current state of generic drug substitution promotion
policies in China, the United States and Japan are compared and analyzed. Conclusions: Generic drug substitution is
a systematic engineering involving multiple links, and the United States and Japan have addressed this topic by
continuously refining technical standards and data guidelines in the R & D registration link, reasonable pricing and
medical insurance incentives in the market access link, managing the prescription behavior of physicians and
pharmacists in the clinical use link, enhancing publicity and education, and reevaluating and evaluating substitution
effects of generic drugs in the post-marketing reevaluation link. A full ecycle policy system of generic drug substitution

promotion is constructed and the objectives of generic drug substitution are achieved.
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