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Introduction and inspiration of pharmacovigilance additional monitoring
in European Union

SU Chang, QIU Jia-xue

School of International Pharmaceutical Business, China Pharmaceutical University, Nanjing 210009, China

Abstract: With the entry into force of The Good Pharmacovigilance Practice module X in 2013, the pharmacovigilance additional
monitoring system had been further consummated. Additional monitoring is a system that encourage reporting adverse reaction,
enhance post-authorization data collection for medicine products and collect drug safety information as early as possible. The process
of additional monitoring includes creation and maintenance of the list, making the related information publicly, and marking the certain
symbol on the package leaflet. The aim of this article is to introduce the additional monitoring in European Union, expound the current
status of adverse drug reaction (ADR) monitoring in China, and provide a reference for constituting the additional monitoring policy, in
order to improve the reporting of ADR, strengthen the ADR monitoring system, thus to obtain the comprehensive and scientific results.
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