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Introduction of Common Data Model in United States FDA Mini-sentinel and Its Enlightenment to China
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ABSTRACT OBJECTIVE: To provide new idea for data utilization and the establishment of database of pharmacy safety surveil-
lance in China. METHODS: The application of common data model in United States FDA Mini-sentinel was explored in fields of
data collection, analysis and application. Related suggestions about pharmacy safety surveillance were put forward. RESULTS &
CONCLUSIONS: The paper sorts out the distributed structure of common data model. Mini-sentinel achieves multiple management
and utilization of different data partners and data from diverse sources through common data model. Thus it accomplishes the collec-
tion, transfer, inquiry, analysis and evaluation of relevant information of drugs. The pharmacy safety monitoring system can be es-
tablished in China as soon as possible based on common data model. By integrating current databases and extracting the data of stan-
dardization, depth exploration and active surveillance of pharmacy safety information can be completed to form surveillance system
of active surveillance complementing with passive surveillance.
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Tab 1 The table of data collection of common data model
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Fig 1 The process of data collection, analysis of common da-
ta model
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