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Evaluation consideration for risk control strategies of crucial raw materials used
in cell therapy products
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[Abstract] Immunotherapy products, represented by chimeric antigen receptor-modified T lymphocytes (CAR-T cells), have achieved
significant progress in hematologic malignancies such as leukemia. The raw materials used in the production of cell therapy products
are diverse and complex, with gene modification vectors and other raw materials that endow cells with specific functionalities or
influence their qualities usually classified as crucial raw materials. These crucial raw materials often have significant impacts on the

quality attributes and in vivo efficacy of cell therapy products, making them important concerns in the evaluation of cell therapy
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products. This article summarizes several crucial raw materials that are commonly used in cell therapy products (including lentiviral

vectors and y-retroviral vectors, CRISPR/Cas gene editing system, transposon system, immunomagnetic separation beads, and feeder

layer cells) and proposes the current evaluation considerations and risk control strategies with the aim of advancing the clinical

transformation and application of such products.
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T A Tol2 % FE 5 % 4t , ¥ & T “ 55 41— 45 67 ALl 99
DNAREF, =B AEHEZANEELEEERE. =
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eiak, 2R TENERE, THLEEGFAE
T R AR SR T B, AL G
L= N T E- 3 WA
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J& 2 5 B BB HE K s MACS® Microbeads B R ~F 3%
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B2 RRFUED T RE T AR %k KR KB e B 3R
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By AR R, X B RE R AR A,
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83| 9 CDASRO T A7 T 40 FL 35 3 2 JB], oK 4 7 40 0 4L
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H 8. 36%, b i 3 7 40 A 4H B R 7R B 2. 87%.
XU B 40 HE e B4R b AR OB TR 48 R E M AR
R, F A, AR T DUIE 3T R et 1F R VH TR BR R AR
T EAE BT 4k 4 KBRS . 4k BB BT R BN Ao
MACS® Microbeads £74 40 i R AL #9 1/200, £ £ ¥ &
WMETAZHANEER, — BT KT R
B H AR T A B AR BT B AT IR AR, REHKE R XL
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A 3 T R B TR W 4 B B ) T R R TR e AN 2R
MR ER ERNENIRE HEABIWER
FHEFERANKRBAOERLPI TR, ZRITZH
IR B & IR BE A1 B9 K IR AR B BN 4 - Ao e
BF Hik (22 RIRAUA) %5 7 B 5] 2 0y 0 R AL,
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o FH B 40 B0 I6 9T PR 0 B RCFT BB R R AF B 2 b A T R
£ & ¥ # 3t (good manufacturing practice, GMP)
FROERIBEIR . BB E W T E, AR RE AR R K
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A LHER.

5 EIFRYHRE

HREERENERE YL EE, B HE TS
B4 Ao 8 7h (6 3 3T 40 FE Fm 40 B 18] B9 AR B 0E L Bk 0k
—EWNERUF, AU MR EK TN —
K™, BwrEZE AT NK 4. gz E % B
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