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ABSTRACT: The article overviewed the concept of “big data’ and the issues of using big data to promote drug
smarter supervision, which provided a reference for improving the efficiency of supervision for the drug
regulatory departments. The application of big data in the field of pharmaceutical regulation was analyzed from
the links of production, circulation, and medication, etc. As national and provincial drug administrations,
inspections and enterprises were actively exploring the application on drug supervision by using of the big data,
there had been many good instances which showed obvious efficient. However, there were still a lot of
problems on big-data construction and application. This article provided some appropriate suggestions of
solutions. In conclusion, drug regulatory departments need to improve top-level design, build big-data centers
for drug supervision, integrate various system resources, apply the “co-operations’ mode, and accelerate the
introduction of relevant laws and regulations. Finally a new situation of drug smarter regulation by using big
data will be created.

KEY WORDS: big data; production quality control system; electronic supervision network; adverse drug
reaction supervision center; big data center of drug supervision
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Fig. 1 Structure diagram of production process quality control system
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Fig. 2 Lifecycle of electronic drug supervision code
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Fig. 3 Schematic diagram of big-data center structure for drug supervision
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