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[ Abstract |

for marketing in accordance with relevant regulations. They mainly include genetically modified immune cells, stem cells, and other cell-

Genetically modified cell therapy products refer to living cell products that have been genetically-modified and are developed

derived products. While genetically modified cell therapy products have characteristics of the cell product, they carry potential risks of
gene therapy because of their gene modification nature. Bioanalytical strategies should take these elements into consideration. This re-
quires properly designed and implemented bioanalytical methods for clinical studies. Adequate bioanalysis is therefore critical to collect
data and information for the evaluation of efficacy, safety, and finally the benefit-risk ratio of the gene-modified cell products, and to pro-
vide evidence to support clinical trial design and risk control strategies. This review summarizes bioanalytical strategies and practices of
cell therapy products from pharmacokinetic ( cellular kinetics) , pharmacodynamic, and immunogenicity evaluation perspectives.
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Y] 24 it R R ™ i BER (MHRA) S5 B2 55 A 03, A0 1% 5% 55385 A FOBUSRU5 R 45 4 (5 AR BT 48 25 (NSAIDs ) [ 42 B 24525 (11
HRFIG ) A8 0 TR IR ) (A 28 JHJ5 ) o % 2022 4 —JGURIF S8 405 9 1185 23 A 2 B, AP 22 20 Jel e 4 S 66 AR 65 A % 25 m]
RE Ik D FG L TIREREAT I KU . AR B Both & B0 T — S8 Bl ik 5 B U AR i 1] . 48 A8 RIS 55 A B LT
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WAMHTAE LI o oAt , AR YRR JS 3 /> 3 458 1A FHAT AT NSAIDs

NSAIDs A BELWT 51 IR 2R 09 5 RCFIRE I, LA G M P AL JAE . NSAIDs G045 A5 3% 55 2838 A MR 5 IR » e U B0 1
NSAIDs [ fif i 7 Fit NSAIDs 335155 (4b 75 24) .
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