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[ Abstract] Objective: To establish a scientific applicability evaluation index system of real-world data
(RWD) , and provide a quantitative analysis basis for the transformation of RWD into real-world evidence (RWE).
Methods: Hierarchical extraction analysis of factors affecting the applicability of RWD was carried out by studying
domestic and international guides, documents and literature. Analytic hierarchy process (AHP) and group eigenvalue
method (GEM) were used in combination to establish the hierarchical structures of the selected indicators, expert
scoring matrix was constructed, and MATLAB software for index system was used to compute the weights. Results
Applicability evaluation index was constructed from two aspects; relevance and reliability. Relevance included five
sub-criteria level indexes and 26 specific evaluation indicators: data source and sample, exposure/intervention and
event outcome definition, integration of multi-source data, regulatory requirements, ethics. Reliability consisted of

three sub-criteria level indexes and 27 specific evaluation indicators; data validity, quality control, and quality
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assurance. Conclusion: When gathering and applying RWD, attention should be paid to the data source, validity,

and quality control, to ensure that the data is closely related to the demand and is reliable, and then to upgrade the

applicability from RWD to RWE.
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