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The enlightenment to the establishment of real-world data applicability
evaluation standard in China from “Use of Real-World Evidence to
Support Regulatory Decision-Making for Medical Devices” of US FDA
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[ Abstract] This paper is expected to provide reference for China to establish appropriate standards to evaluate
the adaptability of real-world data, and facilitate the establishment of related systems for medical device approval
and supervision. Finding appraised standard to evaluate the suitability of real-world data by analyzing the series of
factors in the “Use of Real-world Evidence to Support Regulatory Decision-Making for Medical Devices” , in order
to turn real-world data (RWD) into a truly practical real-word evidence (RWE). The adaptability assessment of
China’s RWD can be carried out from 2 aspects such as relevance and reliability. In the aspect of RWD relevance
assessment, evaluation criteria can be designed from 5 aspects: data source and selection, data validity, regulatory
requirements , ethical issues as well as operability. In the aspect of real world data reliability assessment, evaluation
criteria can be designed from 3 aspects; management process standardization, data standardization and quality control.
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