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[ Abstract |
bring potential impact on the quality of biological products. Compared with other therapeutic products, prophylactic

As a critical part of the lifecycle management of biological products, post-approval changes may

vaccines show different emphasis on regulatory requirements, product characteristics, manufacturing quality control,
etc. so there are special considerations on the research and registration of post-approval changes. Aiming to help
vaccine applicants increase knowledge about post-approval changes, the technical requirements on post-approval

change of vaccine products and other biological products are compared and analyzed in this paper, and some special

considerations for the study of post-approval change of vaccine are refined.
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