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[ Abstract] With the deepening of drug review and approval reform and the rapid development of digital
technology, it is of great significance to enhance the application of drug review data, as an important basic resource
in the field of drug review, for the efficiency improvement and mode transformation of drug review. Based on the
European drug regulatory data, this study analyzed data strategy, data quality, data protection, and data application,
and proposed ideas on high-quality data management system, data application value release, and stakeholder
collaboration mechanism, in order to provide references for the research and application of drug review data in
China, promote the value release of data elements, and assist in the high-quality development of drug review
digitalization and intelligence.
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