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Abstract Objective: To study the management philosophy, elements and specific risk control measures of the
Rx-to-OTC switch management in the United States, the European Union and Japan, so as to provide reference
for the improvement of the Rx-to-OTC switch management in China. Methods: To sort out Rx-to-OTC switch
management system of the United States, the European Union and Japan, and to conduct a comparative analysis
from the perspectives of converting standards, application paths, procedures and data requirements. Results
and Conclusion: There are differences in the Rx-to-OTC switch regulations and specific practices among these
countries or regions, but there are a lot in common in terms of management philosophy and risk control measures
that are worthwhile drawing on.
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