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Abstract  Cell and gene therapy is among the key future directions of the global biomedical industry. Regula-
tory frameworks for these products across countries combine scientific rigor with regional characteristics. This article
provides a brief overview of the regulatory approaches for cell and gene therapy in Europe, the United States, and
Japan. It also reviews the evolution and refinement of China’s regulatory system since the 1990s, analyzes progress in
regulatory science research, and discusses existing challenges along with potential future research directions.
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KRR A FERHT LT I Bk AR T X S
W, BIEAMESNRECGT I m i & K RIS,

4 6 7 A KR T AR 44 AR R 2540
BB ATIR YR R, FOR A 40 B B B R Bl i
bEZINVTE RSN i T e RS WN N = B2 okl
AR, RIGTT BB i o IXRIG YT 7 i 1 B
ARG = RIS N TR 40 i S AT A= M 7 72
Fa P A IR YT 7 b A RIR YT P o CGTr™ 1)
VEFMLAL . PR AR . FAREAR T B 2540 5 1%
GuN TRV R T AR E R . A
[F 2RI CGTr S ) & T2 8 AR F e e 4
PE XS A B RANE . CGTr & T B A5 1 /E AL
B MR R, Er7 T O IRRZUR
SRR RS IR AR T TR kAR

H 2112 DK, A8k CGTr= b 2 I A
Ko PEIQVIAIR L Gil, B A 20234F K, & BRILH 763K
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tissue-based products, HCT/Ps)” 3 [ & & 25 4 1A
BB R (FDA)BEAT R, FDAAD ] i PEAN S5 T
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ONIETT P IR A B OTP) 373X 2K 7 i 11 & oF .
% EX CGT/™ it i B N JL VR - 18 =
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BE A5 B R ) DA A i ARG, &
LREDHE, TAMAME S 77 ] St RS
B RIS IR . 3K S TR B o WA 20 R e T 0 e
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AT TR EEATT ). 20034F, B 5K 24 i W B 3L )
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WL, FHT20174 LACHLYE T 72 it 78 S5 PP B R 48
SN GRAT)Y KA, IR ARGV T X 4n i
BIT A ARG REENERELR,
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o ERVE ) (2T LMY IR SR E ,
P b EE WG T CGTr™ M. [R5 3
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2.2.1 HaWEAFTFHITR 20194F /& H [
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-
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based medicinal products

Bl SLHtiaTAmN %K

Fig.1 Classification of advanced therapy medicinal products
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