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Abstract Objective: To provide reference and suggestions for researchers and regulatory authorities in the
construction of policies and systems of exclusively licensed drugs and medical devices. Methods: A series
of policies and implementation of exclusively licensed drugs and medical devices formulated by the state and
Hainnan government in recent years were summarized. The whole process supervision mode of exclusively
licensed drugs and medical devices in Lecheng Pilot Area were analyzed, and the challenges under the new
development situation were discussed. Results and Conclusion: Based on nearly four years of exploration,
a set of effective and comprehensive supervision systems of exclusively licensed drugs and medical devices
in Lecheng Pilot Area have been established. In the future, it needs to continue to carefully deepen the risk
prevention and control, system construction and medical service system in Hainan.
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