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[Abstract] With the continuous enrichment of methodology and the improvement of the quantity and quality of data sources,
real world evidence has broad application prospects in drug safety evaluation. The challenges of safety evaluation brought by
rapid approval of new drugs and the advantages of real world research will drive the increasing use of real world studies for
safety evaluation after market approval. This article briefly describes the major progress made by regulatory agencies such
as the FDA, EMA, PMDA, and ICH in utilizing real world data for safety evaluation. Furthermore, it points out that the main
future research directions for real world safety evaluation include the enrichment and improvement of research framework
and methodology, the enrichment of registry systems and other data sources, and the focus on patient-centeredness and the
importance of real world studies in daily medical practice.
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