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[ Abstract ] Boao Lecheng International Medical Tourism Pilot Area is the only
administrative area in China where the pilot application of real-world data is performed. Based on
the special healthcare policy in Boao Lecheng, conducting real-world data study to provide
real-world evidence for the clinical evaluations and approvals of innovated medical products has
become an important field that supports the reform of China's evaluation and approval system of
medical products. Trustworthy real-world evidence needs to rely on both high-quality real-world
data and reasonable and rigorous study designs. Based on the real-world data research guidelines
and specifications issued by relevant academic research and regulatory authorities both at home and
abroad, combined with the special policy environment of Boao Lecheng and previous practice
experience, this paper summarizes the study designs of real world data in Boao Lecheng and
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discusses the key considerations of different study design in the context of special healthcare
policies in Boao Lecheng in order to provide reference for the further study of real-world data.
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