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Abstract: With the rapid development of biotechnology, therapeutic monoclonal antibodies have become
the fastest growing part of biotechnology drugs, and have become an important part in clinical therapeutics,
and constantly provide innovative treatment options for patients. Particulate matter in monoclonal antibody
formulations is an important factor affecting safety, and constantly efficacy of drugs. Pharmacopoeia monitoring
requirements of monoclonal antibody drugs, the important testing techniques and their respective application
scope in biopharmaceuticals, the monitoring considerations at different stages of drug development and the
challenges existing in the comprehensive characterization and key characterization of particles in recent years
were discussed. The development trend, existing difficulties and possible application prospect in drug safety
monitoring of particle control were also discussed.
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