Chinese Journal of New Drugs 2023,32(2)

- FHERSFEEA \
| et (] P 5% fo it v 5055 47 32 % 7 B EE € 37 25 B AR AR A SR A ;

FEOTN AR TN R, R AOmE R B A H L RALE  INVHE S A DR TR R A
(BXHGRWEEERHEFIFFO, K 100022)

[(HE] ATHHUBEBRNEA TR GRAAH, AAT(HREREEAE)ARRY T 4 Ao L7
EA AR o X TR B R K B BU3E FT IR 52 2 4 97 SOF B BN R R O B e A BT 25, B R O T LR of Y
FUMETHERTF ETKAERERARZA LT UAFERREGERNTETN FRANEZRRBRESL K
KEEGIRELLEFEREN BTN, MABRETHERTF T U AL & L0 o la KL, H ik
EWMERFRTRRBELEL KT AXUBBAHREAT AR, A REM LA R ENIEELR T IFLAE
B AT K AR ESEAT R G AR R, IF 2 R X I A R L T AR P B B oy (A RS AT 2 AT O BB R UL, Bk
F5 %,

[REIR] MAEREFTATL HHE

[FES2ES] RI5;R979.1 [ CHktRAER] A [XE%HS] 1003 —3734(2023)02 -0189 - 09

A brief introduction to the policy and criteria for conditional
approval of innovative anti-tumor drugs in China
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[ Abstract] 1In order to encourage clinical value-oriented drug innovation, the current “ Drug Registration
Regulation” proposes four expedited regulatory approval procedures. For innovative drugs with early clinical trial
data that can likely predict the efficacy and clinical benefit of the drugs, the marketing authorization might be
granted before the completion of the confirmatory clinical trial through the conditional approval procedure, with all
data comprehensively reviewed. By implementing the procedure, patients with serious diseases or conditions can
expect more opportunities to prolong their lives or improve their quality of life. Since conditional approval procedures
can shorten the time for pre-market clinical research and development, its supporting policies and criteria have
attracted much attention. This paper takes the innovative anti-tumor drugs as the starting point, systematically sorts
out the policy requirements of conditional approval in China and the criteria that have been formed in the review
process, and tries to analyze the problems encountered in the implementation of conditional approval and put
forward solutions.
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