Hh [ AR BOR WSS 2019 4F 2 H 55 12 54 2 1)

EEIMTHABKERBIREFERTR

ZE®' A MW
. AR A ITHAEEER T THM 110016
2. EIlRE S GBR S 2EFRL PN ILTHME 110016

(3 Z) B8 5 EBS G H SR RAE A kTR BKEREAR A ST ARBHH B2
PEIEN G B R ARAE A BORIRAE L, kit £ BB AR E A &N A e U B AR, 4
& oA E B UG R AR A AR RN WS A e T BLK . b EEG R AR EENH LN
Wk A RFifA =N, B 2500082 £ B &N iR AU b4 255K 00 £ 48 % | R R BUF A= FDA
BERE R SBRERIA TR AR FTORER TR bR A8 K, ZNEAEREEEFAALRR
WS AR BEANFE, AAREZGRGRREACE; E L EAERERAIB T LG TG 4
G B EERFTRSGRGAE,

[ £42ia) 5 358K, —SCRIRN; B4R A, 454 ks E
PE K S RI9T  LakARiRAL A doi:10.3969/j. issn. 1674-2982.2019. 02. 002

Analysis of policies and measures to encourage generic substitution in the United States
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[ Abstract] Objective: To analyze the policy-makingprocess, policies and key elements of generic substitution
in the U. S, and after consistence assessment, provide recommendations for developinggeneric substitution policies in
China. Methods : By reviewing the relevant federal laws, state laws, guidance documents and literature, this paper
comprehensively analyzesthe basic principles, regulatory concepts and implementation challenges of the US’s generic
substitution. Conclusions; The generic substitution laws in the U. S. have undergone three stages: exploration, devel-
opment, and adjustment. Physicians, pharmacists and patients played the mostsignificant rolesin encouraging generic
substitution regulations. To conduct and promote the generic substitution, the U. S. government and FDA use Orange
Book, tiered health insurance payments and public education. In this paper, it is suggested that China encourages ge-
neric substitution from a legal perspective ,regards patient consent as a premise, clearly defines the scope of substitut-
able generic, establishes anelectronic prescribing system with alternative decision support tools, and strengthens pub-

licity and public education to improve the public awareness of generic substitution.
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