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Forty years of changes and thinking on China’s drug regulation
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ABSTRACT Since the first Drug Administration Law was issued in 1984, the drug regulation of China has undergone a forty-
year process. During these four decades, China’s drug regulatory system has gradually transitioned from being extensive to refined,
and the concept of supervision has become increasingly scientific. This paper first outlines the historical evolution of China’s drug
regulatory laws and regulations since the founding of the People’s Republic of China, with a focus on the historical origins of the
revision of the Drug Administration Law during 1984-2001. It also clarifies the new challenges faced by drug regulation as the
industry innovates and develops, as well as the corresponding reform of the drug review and approval system. The paper
summarizes the reform achievements of drug regulation. By studying and analyzing the challenges faced by drug regulation in terms
of regulatory capacity, regulatory resources, and regulatory system in the context of internationalization of the industry, the paper
proposes policy suggestions such as establishing a cross-regional regulatory system, reforming the review mechanism, strengthening
the construction of the review team, and enhancing transparency in regulatory practices, with the aim of promoting the high-quality
development of the pharmaceutical industry.
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