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[Abstract] This study examines 25 new active substances (NASs) that were approved by all six major regulatory agencies
between 2019 and 2023 and subsequently approved by the National Medical Products Administration (NMPA) by January
2025. Of these NASs, 64% were chemical drugs and 36% were biologics, with antineoplastic and immunomodulating agents
accounting for 60% of the total. Expedited review pathways were most frequently used by the U.S. Food and Drug Administration
(FDA), the Pharmaceuticals and Medical Devices Agency of Japan (PMDA), and the NMPA, resulting in NMPA review timelines
comparable to those of other regulatory authorities. The analysis shows that, due to differences in companies’ global
submission strategies, 70% of NASs were first approved by the FDA or approved within one month of their first global approval,
whereas submissions to the NMPA exhibited substantial variability. This variability contributed to delays in the market launch
of the 25 NASs in China. Further in-depth analysis of the Chinese regulatory submissions indicates that Class 1 chemical NASs
were submitted to the NMPA a median of 151 days earlier than their first global approval, yet experienced the longest approval
times. In contrast, Class 3.1 therapeutic biologics showed the longest submission delays but the shortest NMPA approval times.
Notably, some companies have begun to submit applications to the NMPA earlier than to other regulatory authorities, reflecting
the growing importance of China in global regulatory strategies.

[Key words| new active substances; China; regulation; approval time
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