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[ ABSTRACT ] Innovative biologics are the most powerful tools for preventing and treating infectious diseases. During the
containment of major public health emergencies, ensuring the production and supply of clinically urgent medications through
post-approval changes carries dual requirements of compliance and urgency. This study was conducted from the perspective
of enhancing prevention and control of public health emergencies. The needs and difficulties of emergency changes were
analyzed, with a focus on how marketing authorization holders can efficiently carry out emergency changes to expand
production capacity and accelerate release testing. Based on the analysis, relevant recommendations were proposed, such as
conducting pre-research on changes, building “dual-use for routine and emergency” capabilities, implementing graded and

categorized management, optimizing registration testing, and promoting the rapid microbiological methods and Al.
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