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Assay Meth�Rd

pH Potentiometric method

Osmotic pressure (mOsmol/kg) Freezing point depression

Appearance

CAR-T Gene Identification

Visual inspection

Gel electrophoreisis

Properties Visual inspection

BSA residue (ng/ml) ELISA

E1A gene transfer PCR

SV40 gene transfer PCR

Viable cell density (cells/ml) Cell counter

CAR-T cell typing

CAR-T Transduction Efficiency

CAR-T Cell killing efficiency

Flow cytometry

Flow cytometry

Cell Viability Cell counter

CAR-T copy number qPCR

Bacterial endotoxin Gel-clot method

Mycoplams qPCR

Sterility Cultured method

Replication competent Virus PCR

Flow cytometry
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The development of CAR-T therapy has led to the approval of treatments��

for leukemia, lymphoma, and multiple myeloma in patients that have failed��

front-line treatments. The production of these personalized therapies��

requires a full integrated approach to address complex logistic,��

manufacturing, analytical and regu�Oatory hurdles.   
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