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[ Abstract |

of new drugs in EU. This path is based on the conditional marketing authorization path, but is different from the

Adaptive licensing pathway is one of the most characteristic rapid marketing authorization routes

traditional marketing approval path. Its main feature is to use prospective iterative evidences to bring drugs with
potential clinical value to the market as soon as possible. This paper studied the application standards, entry procedures,
approval model, operation mechanism and implementation experience of the adaptive licensing pathway, thus to
provide valuable references for the exploration and construction of adaptive licensing pathway of new drug registration
in China.
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6T 77 S I & o B ok e T AR B il 43 a7
7= H

R2 PlA@il S PAT R R

38 J5 eI & 7 FF R B Bt JERNEEELIN S it it AR BATEK
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e HA BRI iy B s . 7E R, &
Fl 25 A0 DG T7 2k LA LA J5 T R JF i e O BE AL XS
Mg BT A R R . @ EMA X 3E AT i
PEER AR HOME AR & AU By B, @ &
BRI Z LI Ir k. @ 4 E R kAT
J& I PR IF g 4o R 2 A DG D X 2
Hh AR 6 T 1 B i PR 26 s/ AR R B S PR R AT
PR, 25 ) £ A G T 26 I 3k il — 2, BIVAT 3 [ 7 2 4
P AR T, A A A AT 4 A 25 W R AT 5 Y
B BRI R LB 22y A
3.2 EXXtRHFEEAIE, RIIEKIESRE

BT BT FRUBUE (real world data, RWD) 245
WFIE B ok F B S B 7 IR bR, B LS A T 1 AR
FAEHER DL o FEE R AR R RCT A7 4 1 A 3
Pl RIS /Y S hrdE” Bl TR EHEAL, H
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