Chinese Journal of New Drugs 2021,30(14)

—H—

25

- FE RS i -

\

LA
(V%A FEFE, L 710049)

[HWE] QAL THE LA % RE LT K 3R &8 BT L A AR 2 4R 5 $ 3
EARKRF , X2 MRANE AR, EAEREQARA A AT ERA L G TR A A H 24t de
s SRR G H G L TR EEL, EAXENERY, — E A6 Hm AR B, 1 255 3 3R
EW L ELEHMARER EREE R G R RA G, KT RRATHRES B L&A ERF A
FH, A EER SR EEL L ERER AAMNGHRTETHIEFMES LR A8 E LS MR E
HEBLBURBNEIERE MELHUREKERRG ENENF R THEELRURBNAEREA,

[R$ER] FELAGREA, EMEEQAFLHHA

[FE432ES] RIS [ XHEFRER] A [XEHS] 1003 -3734(2021)14 - 1249 - 06

Exclusionary barriers of generic drugs replacing innovative drugs
and american breakthrough in practice
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[ Abstract] TInnovative drug companies can obtain patent rights and exclusive rights for drug trial data for
new drugs, their initial uses and new uses developed in the future. Both rights are exclusive rights, which are
designed to protect innovative drug companies in their predominant position in the market. The initial exclusivity
and subsequent exclusivity of innovative drugs constitute institutional barriers to the marketing of generic drugs.
However, in the practice of the United States, once the initial exclusivity expires, generic drugs will be encouraged
to enter the market. Actually, subsequent exclusivity cannot prevent the process of the replacement of innovative
drugs by generic drugs. This article analyzes the practical measures of American society to break through institutional
barriers from three aspects of administrative supervision, medical practice and judicial relief, and finds that the
evasion of subsequent exclusive rights by stakeholders in administrative supervision. Furthermore, medical practice
is the main reason for the breakthrough of institutional barriers. The difficulty of asserting the subsequent exclusivity
is the secondary reason for the breakthrough of institutional barriers.
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