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[ Abstract |

significance for public health but also profoundly impacts national biosafety. Developed countries such as Europe, the United States, and

Cell therapy, as a cutting-edge hotspot in the biomedical field, its rapid pace of innovation and development not only bears

Japan have elevated this to the level of national strategy and established comprehensive drug regulatory systems to consolidate their leading
positions in the field of cell therapy. Through rigorous statistical analysis and research, this article comprehensively reviews the current
status of cell therapy clinical research in major countries and regions worldwide, tracks the evolution of regulatory systems in Europe, the
United States, Japan, and China, and systematically compiles key normative guidelines. Based on these findings, preliminary suggestions
for a dual-track regulatory system for cell therapy products and technologies in China are proposed, aiming to provide valuable references
for relevant agencies, enterprises, and practitioners.
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13 ARy 48R [ (Guideline on Human Cell-based Medicinal Products( EMEA/CHMP/410869,/2006) ] 2006

14t R BARAE YA B S A S e A P 6 BE 7 L R XU B 75 FE [ Guideline on Environmental Risk Assessments For Medicinal Products 2006
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2.4 HE@mIeK ST BEIKEAKX IR HRE

T 40 36 7 A6 A B R D ORUEL , — R AR
C25 WA BRI L) 0 LR YT 7 o B B K 25 5 )R
AT WA, A lb & DT AE A, 1) B 5 24 AR T 14
M, 38 T E Al 3 S AR AR A LR YT
TORARYE T AEZE 2019 AR R AT CEY E B ARG
PR A8 3 2% ) (AR SR UL AR ) ), Bl TAd 22 kA7 4
L BRI UL R BT A, 38 T H BEIT HLAA B Lol
B IEAEA BRI T LG PN R AR 40 ML T6 97 I PRI 5% il
FER o Hodr, I XU A 90 B 22 B B AR I RIS
8 0 DA AR B, v AU 2B A s = B R AR Y
I PRAIF S % T fae g o

TR WA 25y 2R %5 00T FeIE i 4i L iA

- 262 -

JOBE A KM K B AR 5 E PR IR 2 45l & 2017
AELK, ER 2SR 25 0 (CDE) B2k 4 A 30 2
THLA S B PR T M SR R AR R, W0 22T B T AT
S TEME AR B et A AR R AR R
1] 240 T 7 R B A S = b R R B3t 1 M 4
FPRRR, WA 3, 2023 4R 8 H [E 55 Befe " KT it—2
DUALHP A8 R0 IR W 51 1 iy B 5% 7 BE Y T L™
HrE 1D H AR A K i PRV 7 7 i BIE i A T
ATER
3 SmEEW

20 M ANEE DR T S AR I e J 5 8 Ak A B R
SVHSG , S [ S A ) 2 by B T RIS o AERRSE
H S5 AR B 5 R 2 56 [ iZ U E 29 T 2 5]



2024, Vol. 41, No. 4

BT IR

GRS 1o, R T I A SRS W A B A JER I I
TCALR o X E S A A MU B S TR
TERUBOR S MLV AR B, AR I F SR S0 Ak 24 ah AR 1A
A B RAE AN NG X — QIR SO GBI . A EE

Z T R EAEANEIAT T ih AR ST A A R W
F728 1 U 52 T 1 58 3 A A L — 2 L
TEANE HEARREIGTT ™ it BB A PR DR A, DT A 4
BRBHE S T o A ML B

R3 HEXTHAMEGTEZENEIER

A= KAWL AT ¥ 44 Bk ] (45
1 ERL MR E .G AU MIIEYTT 7 G PR 24 B T B A - S RN (HESR 3 0L ) 2024
2 ERGWRY S FH R V6 70 5 A B R A A WL I PRI I B ARG T IR0 (R 2024
3 ERGWRZ S ETERL B 4= i AR PRATF ST HA - 5 S 0] 2024
4 HELWRZ R HE PG 20 BRI AR Y 7 7 i I AR 6 958 32 T B AR F8 5 S ) 2023
5 ERLWRLHHE L IR T 24t B FLATT 2E AT E YT 7 I R IR B B A S IR (A7) 2023
6 EZ WGP NG 2 7= i 252 08 ST AR SR TR0 (IR17) 2023
7 EHRBGWRZ S ETERL e AN IETT 7 202 B AT PR BEARTE F R (A T) 2022
8  HEFRAUR 2yt A 7 A BT AN VAT 7 B s (LESR B LR ) 2022
9 ERZWRZHHE L A DU ZAAR T 4 (CAR-T) 7= i FAR T I PR XU 5 B TR AR - S 0] (AESR 22 LR ) 2021

10 EEL MR HE RO GRE AN HIEYT T T I AR IR AR TS SR (R T) 2021
11 ERGWRAEF PO NG T A0 2524 BP9 S IP MR B A S R (ESR 2 0L 2021
12 ERIAMEHS 2 0 285 T A A A 0 O e 8 2021
13 EEL MR HE R LA AN ML IR YT 7 S ARG RUF S B AR 2 5 (A7) 2021
14 EEL MR FHE L FEPIRYT R SR RIS SR A TR (R1T7) 2021
15 [R5 RO BEPIARYT = S BE T I PRIF SR H AR T 00 (IR47) 2021
16 ERZGMERS BETF LR 11 A0 2R 4 A K TR A S TR S 2021
17 ERL MR HE .G NG T 40 B ELATT 2 E AT E YT 7 I PR 6 A - R (AR 3 LA ) 2020
18 EEZWRZ G H TG FEIVAYTT 7= S 2T 5 P B AR S IR (AER 38 LA 2020

19 ERZWRHZETFHO Y AN IIATT = b 22 BRI PR B TS TR (AESR G R 2020

20 ERZ R HHE TG B 3 518 R G2 2E TR SN HR SR TR0 (FESR 2 L) 2020

21 ERZGMER S (R EZ ) =3 YNUiEE a5 bE b NP RNy 2020

22 o E A2 A E AT B CAR-T U347 7= i STtk 42 1 A I AT 5 A AR I R AP 5% % PR B2 1 2018

23 ERHWRY S ERL YU IRYT 7= S PR B ARTE SR (A7) 2017

24 HFEAWR EER DEZE T2 A R T A B (IR 2015

25 ERHWR ERDHEZE T 240 At 590 o 4 ) B PR T A S 0 (3047 ) 2015

26 EFRZWRHHE AL R ZH AT RIF 5 R 3R 4% T B AR A S S 2003

27 ERHWRY AR NFERE AT B 58 ROl R 45 B AR A 5 TR0 2003

28 EFLEFE TR2N TR Y7 I R R Ak 1 F A B0 (IR0AT) (R EILR) 2019

29 EFDLERE s 10T AU A A AR TG (2017 4EAR) 2017

30 EFRDEE JIF i L 1T A0 YT A R (14 T) 2009

SR, B ] ST A0 7 7 sk S A B AR A E A 4
AR T HARRER  HREZ i 5 ) A — 2 e
FERTE R AR R R, B AR S A 2R A — 2
(TR, O AR )L, — 5 1, R 2 R B 4k
Aii T — RBIMTESR T, WIS PR i
EHEZLANBRAE o SR, £ 7 i 73 SRR R 70 25 0 1
3 e — A 535 o o5 — 7 T, B R o8 T A
P2 B 2x I i ol 2 S O W PR A BT A AR

HE B OR XU T ™ R — Stk . TR
Y7 U AR S TG, B B CHTHOR OB s TR
YR RtV , i A A BATUER B -5 R i o A e
L DUARONR bk 5 A SR R B
ARSCRAE T WSE H 45 2 [ SO M IX ) 240 i i
ISP KRBT ENAS , RGTML 1 H A 28 J 3= 20
F , FE B SUUR AR 2R I AR T 7 a1
AW PR, BT AL 7l 5 S A

- 263 -



- DEEINIEL) 2024 A 41 555 4 )

CHINESE JOURNAL OF DRUG EVALUATION

%Mﬂ%%{ %‘,ﬁ’\ﬁ E/Jé%%,fm H. 1394/2007[ EB/OL]. (2024-02-26). https://www. ema. europa. eu/en/doc-
uments/ regulatory-procedural-guideline/ procedural-adviceevaluation-advanced-
,195 %. X ik therapy-medicinal-product-accordance-article-8-regulation-ec/2007_en. pdf.
[9] Committee for Advanced Therapies (CAT) [ EB/OL]. (2023-08-11). ht-
[ 1] ERAHWEEHRZWE PO . G ™ S S AR TS tps://www. ema. europa. eu/ema/index. jsp? curl = pages/about _ us/
S (3447) [EB/OL]. (2017-12-22). https://www. cde. org. cn/zdyz/ general/general.
domesticinfopage? zdyzIdCODE =452¢529h299638297210fe4al294¢eh31. [10] Salmikangas P, Schuessler-Lenz M, Ruiz S, et al. Marketing regulatory o-
[ 2] Technavio. Cell Therapy Market-North America, Europe, EMEA, APAC. versight of advanced therapy medicinal products ( ATMPs) in Europe: the
US, Canada, China, Germany, UK-Forecast 2023-2027[ EB/OL]. (2023- EMA/CAT perspective[ J]. Adv Exp Med Biol, 2015,871:103-130.
10-01). https://www. technavio. com/report/ global-cell-therapy-market. [11] FEERME, 2% HARMMIGTT =S A FRE R RLT] . 252Fit R,
[3 7] 2023 4Erh E Q2540 & R RE S M. HpE BE 253, 45 005 Jig:14. 2019,43 (12):908-913.
[4] F&, 9. SEEMIN AR TATT 7 S e o o B A i & [12] Fujita Y,Kawamoto A. Regenerative medicine legislation in Japan for fast provi-
XTFREME AL, PEBZEAE, 2023,32(24) :2441-2446. sion of cell therapy products. Clinical Pharmacology&Therapeutics,2016,99(1) :
[5] U.S. Code of Federal Regulation Title 21[ EB/OL]. (2024-03-06). https:// 26-29.
www. accessdata. fda. gov/scripts/cdrh/cfdocs/ cfefr/ CFRSearch. ¢fm? CFR- [13] Maeda D, Teruhide Y, Takami I, et al. Regulatory Frameworks for Gene and
Part =211. Cell Therapies in Japan [J]. Adv Exp Med Biol, 2015(871) : 147-162.
[ 6] U.S. Food and Drug Administration. Expedited Programs for Regenerative Med- [14] Azuma K. Regulatory Landscape of Regenerative Medicine in Japan [J].
icine Therapies for Serious Conditions[ EB/OL]. (2024-03-06). https://www. Current Stem Cell Reports, 2015 118-128.
fda. gov/regulatory-information/search-fda-guidance-documents/ expedited-pro- [15] 207, KBes . HAFABEIF R EIRIEL )], B4R %,2017
grams-regenerative-medicine-therapies-serious-conditions. (3):125-135.
[ 7] European Medicines Agency. Committee for Advanced Therapies ( CAT) [16] Z=%, 5k . HAYIMIEYT WA S 458 Kaw )], s EAY T
[EB/OL]. (2024-02-23). https://www. ema. europa. eu/en/commit- ﬁ:%ﬂ; ,2020, 40(1/2) : 174-179.
tees/ committee-advanced-therapies-cat. [17] JURE, F, AR MG R R A RO R Y S
[ 8] European Medicines Agency. Procedural advice on the evaluation of advanced ﬁi[ﬂ. w2 A, 2023, 9 6-13.
therapy medicinal product in accordance with Article 8 of Regulation (EC) No (&A% B #7.:2024-07-16)

- EWMEER
BREAH CAR-T dfafr izt &t T AREIEMBRE X T HES AR E

W 24 (A BER (EMA) S 3048 1) CD19 5 BCMA 1Y CAR-T 4 MY 71 (#5548 23 B4 : Abecma , Breyanzi , Carvykti . Kymriah |
Tecartus | Yescarta ) 4 & P4 T 20 i 308 4 rdrgig XURS: & A1 3525 45 A 5t 2 ( direct healthcare professional communications, DHPC) . H Fi
FALAHE ] CD19 8¢ BCMA 1) CAR-T My i v A0 45 B 4HAR vk 1095 R ALY B 20 MOk L 22 R Vi B A2 Y —
RINVENE

TEAEFH#L ] BCMA 5 CD19 B CAR-T 4y 5167 MR ZR GERE IR 5 A %05 22 B4 9 5 0 Sk & P T 40 e Rg 19
ety AR A U S A (CAR) BB bR

JNf % WA R R IR R M I

B 2024 £ 4 ], IR 42 500 44 BE S TR BB R IR YT . EMA XFEE 2024 4F 4 J] 1Y 38 2 CAR-T 41 fig
SPEIRYT Ja A T AT IR e (AT 1T A ﬁ:ﬁﬁ]ﬁ&%lﬂ%@iﬂ’] T 240 M 9 SR 0 T 9k L2 400 ) Il , FE R 5207
JE A BRAE N B, A SE T

FEAS Y ZE 00 T 20 M A TR s 9 R o, S 38— 21 19 95 ) % 4 J M 2 P ek dge P 2 A5 A7 AE CAR Z5 R 1 Ji8 T 2 — 25 Kl
167 BRI R T CAR 254 . X ISR ERE Y 23] CAR-T 40254y, 7F H AT RE &A= T AR, [a] bt AT BB A7 A Ho A
BT 755 26— 25 R 2 LA A 1l T A R0 PR AE ML R IR o ERLOM , %o S 38 ) T 40 L 0 P P A R A 0 A RS 2 o L 25 Tt
RINEELRZ —,

FIRAHE IR, 72 it 7 8 © 4R B 52 3 B 7 (IR TT 14 AR T RE 2 1 AR R MG IR o 7 Wl A DR A 7 ST, LA A DG 4k
RN T AT R S o B2 CAR-T 41 IR YT (14 5838 0 26 B W I 0% 2 M 1 e

(kR : BB EMA R 35)

- 264 -



