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Drug safety regulation in China . institutional transition and current challenges (1949—2005)
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[ Abstract ] Drug safety regulation has been the indisputable responsibility of modern states in line with the de-
velopment of industrialization due to the serious concerns of various risks of drug. To realize the accessibility and safe-
ty of medicine for the people, Chinese government established drug administrations and drug control institutes national
wide after liberation, as well as a central planned authority in administrating the pharmaceutical industry. Since the
establishment in 1998 by State Council, State Drug Administration ( SDA) ended fragmentized authorities and line
department in pharmaceutical regulation, which was deemed as a great progress in administrative reform. SDA also
introduced advanced regulatory tools like administrative license, information disclosure in order to achieve multiple
policy goals. Unfortunately, continuous corruption cases in drug administrations and serious drug accidents lead ob-
servers to believe in a deteriorating trend of drug safety situation during the past decade in China. The so called ‘no
winner’ policy consequences could partly be explained by multiple-unclear policy goals, blurred legal status, uncred-
ited institutional reputation, and weak regulatory capacity.
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