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Analysis of Drug Safety Supervision in China from the “Event of Medicinal Capsules with Excessive Level of
Chromium”
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ABSTRACT OBJECTIVE: To provide reference for the improvement of drug safety supervision. METHODS: The causes of the
“event of medicinal capsules with excessive chromium levels” (the Event) in Apr. 2012 and the risks and problems of drug safety
supervision were analyzed retrospectively, and appropriate measures were proposed. RESULTS & CONCLUSIONS: The causes of
the Event include that drug laws and regulations have loopholes; drug sampling is easy to be evaded; the self-test of enterprise is
difficult to control; it is weak for standard supervision; the industry lack of self-regulation. The problems of drug safety supervision
contain that the construction of relevant laws and regulations are lagging behind, and do not match with the situation of drug super-
vision in the new era; food and drug supervision system is instable, while efficient and unified mechanism is absent; a joint pattern
of drug safety has not yet formed, and the construction of regulatory capacity is lagging behind. Appropriate measures of the im-
provement of drug safety supervision involve that unified and efficient vertical management system should be established; interre-
gional drug co-regulatory mechanisms of whole course intervention should be established by seizing; Drug Safety Act should be in-
troduced, and regulatory systems should be established and improved to adapt to regulatory requirements under the new situation;
the construction of supervision capacity also should be strengthened.
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Tab 1 Part of the capsules with excessive level of chromium

and its production enterprises
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