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Quality Study of Human Chain Activated Immune Cell Preparations

ZHANG Yili', WANG Zhuang' , ZHOU Qiao', LI Meiling', XU Qiuling', GU Songhai’* (1. Yunnan Precision Inspec-
tion Co. , Ltd. , Kunming 650000, China; 2. Cytocrafi Biopharmaceutical Co. , Ltd. , Kunming 650000, China)

ABSTRACT: OBJECTIVE
METHODS The ability to secrete cytokines and in vitro cytotoxicity were detected by co-culture and flow cytometry analysis. Purity

To establish a quality control method of human chain-activated immune cell preparations.

was determined by flow cytometry. The concentration of live cells and cell viability were determined by AO/PI dual fluorescence cell
counter. The residual cytokines were determined by enzyme-linked immunosorbent assay. Mycoplasma nucleic acid was detected by
probe real-time PCR. Other detection items were carried out according to the provisions of the 3rd part of Chinese Pharmacopoeia 2020.
RESULTS The detection of human chain-activated immune cell preparations was carried out using the established method,and the
results of biological activity research, physical and chemical characteristics research, and cytokine residual detection were normally
distributed. The detection results were valid, and the coefficient of variation( CV) was less than 209% . All other indicators met the
requirements of the Chinese Pharmacopoeia 2020. CONCLUSION A preliminary quality control method of human chain-activated
immune cell preparations are established, which has the characteristics of ensuring the quality control lability, safety, and effectiveness
of the cell preparations. It can be used for the quality control of the human chain-activated immune preparations.

KEY WORDS: human chain activated immune cell preparation; biological activity; quality research; immune cell therapy
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Tab.1 Research results on the physicochemical properties of

human chain-activated immune cell preparations. n=12,x +s

Cv
Test item Results

/%

Appearance Qualified /
pH 6.73 £0. 16 2.31
Osmolality/mOsmol - kg = 1 742.92 +39. 51 2.27
Viable cell concentration (9.70 £0.83) x10° 8.60
Cell viability (92.43 +2.72) % 2.94
Purity CD3 */CD45 * (94.74 £1.94) % 2.05
CD3 *CD8 *CD4 ~/CD3 * (61.83 £5.94)% 9.60
CD3 ~(CD16 *orCD56 *)/CD45 * (L17+0.11)% 9.76
CD3 -CD19 */CD45 * (1.70 £0.16) % 9.43

Shapiro-Wilk #3455 B , AR 45 R 1Y
PAEPIRT 0.05 (3% 2) , M S IEASTEBA geit o2
5 RN AS ABAE AR M AE S 31 A SR

R2 ABABFRAZEEAANECFETEES LR
HR
Tab.2 Normality test results of the physicochemical properties

study on human chain-activated immune cell preparations

Shapiro-Wilk
Test item
Statistic ~ Degrees of freedom P
Appearance 0. 936 12 0. 449
pH 0.903 12 0.176
Osmolality 0.944 12 0. 546
Viable cell concentration 0.933 12 0.412
Purity CD3 */CD45 * 0.925 12 0.328
CD3 *CD8 *CD4 ~/CD3 * 0.874 12 0.653
CD3 = (CD16 *or CD56 *)/CD45+  0.901 12 0.451
CD3 -CD19 */CD45 * 0.95 12 0.708
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Tab.3 Lower quantitative limit results of impurity research in

human chain-activated immune cell preparations

Test Item Number of batches(n)  Lower limit of quantitation/pg + mL ~!

Cytokine [ 12 <0.5
Cytokine I 12 <9.38
CD3 antibody 12 <50
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Fig.1 Trend chart of cytokine Il residual results in human

chain-activated immune cell preparations
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Fig. 3 Trend chart of accelerated stability research results in human chain-activated immune cell preparations
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