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WE: LAk, BEE MR Gy MR BRI R, SREPURZAE T 4 (CAR-T)
BONZG SRR . BL CD19 SR A CAR-T Z54%f L3 20k 4 (A 195 (acute
lymphoblastic leukemia, ALL), J&H 24y A i 40 B R Al 25 0 I 17 R 2 R R
HMEVEPE ALL MR T SR B3 . BRI O A 23K CAR-T /= iR 15245 i I S VLA s s, (=
P AR R LE ALL ) CAR-T 7= i L7, AWFFEEAG T H AR E VA T R 259
Il ARARE ) CAR-T 7= St FIIG B0, $RWT T 8EX5 ) LE 2k B ZH Aotk E2 40 0 1 1t Jos 5% L e IR 75
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Current status and clinical review considerations of chimeric antigen receptor T-cell
therapy products applying for pediatric acute lymphoblastic leukemia drug
registration in China
HUANG Yunhong, LIU Xiao, LU Shuang, GAO Chenyan
(Center for Drug Evaluation, National Medical Products Administration, Beijing 100022)

ABSTRACT: In recent years, with the progress of tumor immunotherapy and gene
modification technology, chimeric antigen receptor T cells (CAR-T) have become a hot topic in
drug research and development. CAR-T drugs targeting CD19 have significant therapeutic effects
on acute lymphoblastic leukemia (ALL) in children, especially relapsed/refractory ALL with poor
efficacy of conventional methods such as chemotherapy and hematopoietic stem cell
transplantation. Several CAR-T products have been approved by Drug regulatory administration
for marketing, but no CAR-T products for children with ALL have been approved in China. This
study mainly introduces the current situation of CAR-T products licensed to carry out drug clinical
trials in China. Then the clinical needs and the critical elements of drug clinical research and

development of acute B-cell lymphocytic leukemia in children is discussed, to provide reference



for the design of registered clinical trials of similar products.
Key Words: pediatric medication; drug evaluation; chimeric antigen receptor T cells; acute

lymphoblastic leukemia; innovative drug
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KT, (BT 25058, 7 30 BEgtE ) B SN RIS 73 o
TAIRAAE, B 13 (R LEREE ER 'Y, B IIZE T 351X 10%~20%,
B I J5 ) LB AF AR AR BT 3 BN KA B B S5 i 7

AR, HERARYT . SR TS )L ALL Z9Ws A TR, (HIgAR
ey ST, DLERE 2022 4F 5 H it E T f40 CD-19 5451 CD-3 R 7 1 1 W E
i A PEFUARZY blinatumomab 7, HiGyT JLESE K. MEVETE B-ALL IR i501X
1T 39% 1) 58 422 % (complete response, CR)H, P TLE KA (relapse free
survival, RFES) Al {7 L 77 8] (overall survival, OS) A 4.4 4> HF1 7.5 4
A A W, REDLEERSER M ALL S 00 RAF e A VI Ik K 7
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BT CAR-T T, WAL A 11 % . GINIT R HTEENR 63 &)L 3 A
H NS 2R % (overall response rate, ORR) % 82.3% (52/63), 3 2 LA L4ifiw A
T RELE G (cytokine release syndrome, CRS) 5# #3518 46% 5 13% .

3



2022 FARE R B B, 79 BT LRIKEEYS 5.9 £, 5 FRAEFEN55%, 5
FERFM AN 42% 17,

CAR-T I BA BRI A X, SU8 T JLESE K. MEiatE B-ALL fiRY7
fEal. ERIRBILW HEETRN<10% I EI>50%, HE LR EREZ
RFNEAST R, WS 1 ™ AT B A JE SRR A RSB, T AE 525
S v B LU 5 B AR S &

IE HAiA 2 AL CD-19 ) CAR-T 77 ibakitt B, ERCES A E K
. REMEMER . FTIEIT)LE B-ALL [ CAR-T 7= 5 M ZE I R 7T BL
3  FEATT/LE B-ALL 9 CAR-T ZHIERIF L IR 547
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A5 E H 77 CAR-T HREHL, TR CAR-T UMt & 4k, JoILAE
PrBL, 4R Z BRI LAY, 2 R AV AR D o 3X 2 HiE A 24 0
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QIVERIIE R 845 SR R AV K AR, X EWE W CAR-T Rk
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