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[Abstract] As of October 2021, with the support of special drug policies, real-world studies conducted in Boao Lecheng
International Medical Tourism Pilot Zone in Hainan has delivered two pilot programs on real-world clinical data. Based on
real-world data obtained from Boao Lecheng’s medical institution, the marketing application of the XEN Glaucoma Treatment
System has been approved by the National Medical Products Administration, indicating that real-world data can be used as
an effective scientific basis for drug approval, which is considered an innovative regulatory reform. Based on our preliminary
methodological research and the real-world clinical evaluation of special drugs and medical devices conducted in Boao
Lecheng, as well as the latest technical guidelines and specifications on real-world study issued by regulatory authorities
from China and aboard, this study analyzes and summarizes the research pattern, design and database construction for the
real-world study of special drugs and medical devices in Boao Lecheng. It is expected to provide information for regulatory
authorities, sponsors and relevant scholars to conduct real-world study of special drugs and medical devices in Boao Lecheng.

[Key words] Boao Lecheng; special drugs and medical devices; real-world data; research pattern; database
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