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Table 1 [Initial stage of scientific progress of drug regulation: application of drug analysis technology (1949-1984)
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Table 2 Development stage of scientific progress of drug regulation: technical requirements for drug registration (1985-2014)
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Table 3 Accelerated stage of scientific progress of drug regulation: introduction of scientific regulatory concepts (2015-2018)
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Table 4 Great-leap-forward stage of scientific progress of drug regulation: implementation of scientific regulatory action (2019-2023)
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Regulatory responsibilities of the National Medical Products Administration involve the life, health, and welfare of all Chinese
people. It is one of the largest regulatory agencies in the world in terms of regulatory affairs and scale and plays a vital role in
ensuring the safety and effectiveness of innovative drugs, human vaccines, medical devices, cosmetics, and other medical products.
With the scientific progress of drug regulation and implementation of the action plan of regulatory science, China’s contribution to
global drug research and development has achieved a historic leap and is moving toward the strategic goal of establishing a scientific,
efficient, and authoritative drug regulatory system. Based on the scientific track and milestone events, this paper divides the scientific
progress of drug regulation in China into four stages: the initial stage, the application of drug analysis technology (1949-1984); the
development stage, technical requirements for drug registration (1985-2014); the accelerated stage, the introduction of scientific
regulatory concepts (2015-2018); and the great-leap-forward stage, the implementation of scientific regulatory action (2019-2023).
The next stage is the strengthening stage, which involves comprehensively promoting regulatory science. In accordance with the
overall requirements of the state for comprehensively strengthening the drug regulatory capacity, we will develop and implement a
new scientific strategy for the future.
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