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Analysis of Quality Control in the Pre-approval Inspection of Antibody Products

Xu Dan, Zhou Yan, Duan Shuang, Wang Yuan (Center for Food and Drug Inspection of National Medical
Products Administration, Beijing 100044, China)

Abstract Objective: To discuss the common issues in the manufacture and quality control of antibodies, to
point out the concerns in monoclonal antibody production registration inspection, and to unify the standards of
pre-approval inspection of antibodies. Methods: Based on the practice of the pre-approval inspection and the
knowledge of biological characteristics of antibodies, issues in the quality control and production of antibodies
were analyzed from the registration field inspection perspective. Results and Conclusion: From the two
dimensions of system-based horizontal inspection strategy and product-based vertical inspection strategy, the key
quality control points and unified inspection standards in the production of antibodies were identified, a consensus
was reached with the industry and the improvement of process control and quality level of domestic antibodies
were jointly promoted.
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