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[Abstract] This article presents the annual analysis of new active substance (NAS) approvals conducted by the Centre for
Innovation in Regulatory Science (CIRS), with a particular focus on approvals in 2024 and a retrospective review of trends from
2015 to 2024. The analysis shows that despite approval timelines across regulatory authorities have gradually converged,
substantial differences in median approval times remain among the six agencies. At least half of NASs were first submitted
to the U.S. Food and Drug Administration (FDA), and leading multinational pharmaceutical companies are often quicker to
submit applications to regulatory authorities outside the FDA. This is often related to company size and regulatory submission
strategies. Facilitated regulatory pathways (FRPs) have shortened approval times, and their use among approved NAS has
increased. In particular, the application of FRPs for NASs related to the alimentary tract and metabolism as well as blood and
blood-forming organs has risen significantly, indicating a shift in regulatory priorities. In addition, the number of NASs jointly
approved by all six regulatory authorities has increased slightly, suggesting a stabilization in the global launch of new medicines.
The proportion of FDA-approved NASs involving patient experience data (PED) has increased markedly, driven mainly by
sponsor-submitted data and FDA-identified PED.
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