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Development concerns and validation of flow cytometry method
in CMC research of cell therapy products
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[ Abstract] Due to the limited research methods and the particularity of the research samples, flow cytometry
has become an important tool in the development of cell therapy products and plays an important role in many
aspects of the CMC research of cell products. This paper discusses the concerns of quality control requirements,
sample processing, the selection of fluorescence conjugated antibody, antibody titration, gating strategy in the
development of flow cytometry method in the CMC research of cell therapy products, and the general principles of
method validation for reference.
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