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Abstract Objective: To explore the feasibility of establishing the OTC drug monograph process in China.
Methods: To introduce background and main content of the OTC drug monograph process, as well as monograph
establishment procedures in the United States and Japan were compared by literature research and comparative
analysis, and the risk control measures of the US-Japan monograph process were analyzed. Results: The
establishment of monograph process for low-risk products in the United States and Japan reflects the concept of
classification management of drugs based on risk. On the premise of effective risk management and control in the

process of monograph establishment, simplifying the review and approval of monograph products is beneficial
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to economize review resources, improve regulatory efficiency, and better meet the public's requirement for OTC

drug. Conclusion: It is recommended to draw on the experience of the United States and Japan to carry out pilot

work on the OTC monograph process in China.
Keywords:

process
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