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[ Abstract] Real-world evidence (RWE) as an important element of modern medical

regulation is gaining growing attention in the global medical field. By integrating real-world
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clinical data, RWE provides new approaches for evaluating the safety and effectiveness of medical products. As

China's first medical special zone, Boao Lecheng Pilot Zone of International Medical Tourism is committed to

exploring the specific application paths of RWE in promoting the reform of China's medical regulatory system

and scientific regulatory decision-making, and has become a model of innovation in this field. This article will

discuss in detail the policy framework, specific implementation cases and challenges faced by Boao Lecheng

in the application of RWE, aiming to provide references for the reform of China's medical regulatory system,

and to look forward to the broad prospects of RWE in supporting the development and review and approval

decision-making of innovative medical products in the future. Through in-depth analysis of the Boao Lecheng

case, this article hopes to provide useful experience and insights for other regions in the application of RWE.
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