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On Relationship between Molecular Weight of Chitosan and the Antibacterial
Mechanism in Jurisdictional Designation of Drug-device Combination Products

Dong Qian, Mu Ruihong” ( National Institutes for Food and Drug Control, Beijing 102629, China)

Abstract Objective: To analyze the relationship between molecular weight of chitosan and its antimicrobial
mechanism in the process of jurisdictional designation for drug-device combination products that contain
chitosan and perform antibacterial function with it, so as to provide technical support for scientific regulatory
supervision. Methods: By consulting relevant literature home and abroad, molecular weight was chosen as the
research object to distinguish different antibacterial mechanisms in the process of jurisdictional designation, and
preliminary suggestions were put forward. Results and Conclusion: When viscosity-average molecular weight
of chitosan was at 100kDa or beyond, its antibacterial function could be realized through physical barrier, which
could be considered as the role of medical devices. When viscosity-average molecular weight was below 10kDa,
its antibacterial function could be realized by interfering in the metabolic activities of cells, which could be
considered as the role of pharmacological effect. When viscosity-average molecular weight is between 10kDa and
100kDa, the mechanism of the antibacterial action of chitosan needs to be studied further in future experiments.
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