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Abstract Objective: To analyze the picture characteristics of typical insoluble particles in monoclonal
antibody (mAb) solution and establish the database of typical insoluble particle footprint and associated warning
mechanism. Methods: Different types of insoluble particles which were generated by repeated freezing-thawing
mADb solutions, addition of silicone oil, air bubbles, enzymolysis of mAb samples, and oxidized mAb samples,
which were detected by Flow Imaging Technology to sort out the critical characteristic parameters which could
be selected to distinguish typical insoluble particles. Results: The aspect ratio, compactness, intensity, roughness,

transparency and other parameters of different types of insoluble particles were obviously different, so that
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different types of insoluble particles could be distinguished. In addition, the critical morphological characteristic

of different types of particles were obtained to preliminarily establish the database of typical insoluble particle

footprint. Conclusion: The Flow Imaging Technology-based method that could be used to compare and classify

typical insoluble particle were invented to establish the corresponding warning system and carry out traceability

analysis and risk assessment of insoluble particles in mAb.
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