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China; 2. Center for Drug Evaluation, China Food and Drug Administration, Beijing 100022, China)

Abstract Objective: To systematically compare the drug registration management in Hong Kong and Macao
and to provide references for selling mainland drugs in the market of Hong Kong and Macao. Methods: By
means of literature research and policy analysis, a comparative analysis of drug registration management system,
drug registration requirements and registration application procedures in Hong Kong and Macao was carried out.
Results: Drug registration management mechanisms in Hong Kong and Macao are different. The legal system of
drug administration in Hong Kong is characterized by parallel management. Chinese and Western medicines are
regulated and registered independently. The registration and classification system of traditional Chinese medicines
is implemented, and different materials are submitted according to different registration groups. However, the
pharmaceutical legal system in Macao has not yet been unified. The centralized management of drugs is managed,
the pre-registration mechanism and the pre-licensing system for traditional Chinese medicines are implemented.
Conclusion: The registration and selling of mainland medicines in Hong Kong and Macao are conducive to the

promotion of the internationalization of mainland enterprises and the level of drug research and development.
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Mainland enterprises should be familiar with the drug registration management policies, cooperate with local

distributors and actively carry out international multi-center clinical trials when applying for registration in

Hong Kong and Macao in order to improve the quality of pharmaceutical research and development in mainland

enterprises, so as to the mutual recognition of clinical data in the three places, help to realize the win-win goal

among the three places.
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