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[ Abstract] Real-world data study evidence, as an important part of evaluating the safety
and effectiveness of drugs and devices, has attracted increasing attention from regulatory agencies
and scholars both at home and abroad, and has become an essential source of evidence to support
the development and review of drugs and devices. This paper systematically discusses the process
and mode of real-world data system construction based on the preliminary practical study of
real-world data according to the guidelines/technical specifications issued by regulatory agencies
and academic research results. This study result provides not only reference for the generation of
clinical evaluation evidence to meet the regulatory requirements for innovative drugs and devices,
but also reference for researchers, sponsors and regulators to carry out real-world data studies
successfully.
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