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Abstract; This study examines the practical value of regulatory science
action plans in identifying strategic regulatory trends. By analyzing real —
world research initiatives from leading international drug regulatory
agencies through three dimensions—data platform development, regulatory
science implementation, and international harmonization—this paper
provides critical references for researchers and regulatory practitioners.
Internationally, regulatory authorities have established robust data
platforms such as Sentinel, DARWIN EU,and MID — NET. Collaborative
partnerships with academic institutions have been formed to advance
frontier research topics, while concerted efforts toward international
coordination aim to standardize real - world evidence ( RWE )
applications. Current technical priorities focus on innovations in data
infrastructure and research paradigms, particularly methodological
advancements in bias mitigation and causal inference frameworks. The
expanding application of RWE across the entire drug lifecycle marks a
pivotal trend in global pharmaceutical regulation. These developments offer
strategic insights for China to accelerate the construction of integrated data
platforms and cultivate an innovation — driven regulatory ecosystem.
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