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Specific Consideration and Enlightenment of Pharmacovigilance on Vaccine for Prophylactic Use in Europe-
an Union

DONG Duo, WANG Ya-li, WANG Dan, FENG Hong-yun, XIA Yu-kun, CHENG Gang(Center for Drug Reevalua-
tion, CFDA, Beijing 100045, China)

ABSTRACT OBJECTIVE: To provide reference for the improvement and development of vaccine-induced ADR reporting and
monitoring system in China by introducing specific consideration of pharmacovigilance on vaccine for prophylactic use in EU.
METHODS: The documents related to pharmacovigilance and specific consideration for vaccines in European Medicines Agency
website were analyzed and studied. RESULTS & CONCLUSIONS: It was worth learning from risk management system, periodic
safety update report, post-authorisation safety studies, signal management, batch recall and quarantine, etc. The significance of vac-

cine pharmacovigilance, risk management, standardization of case definition and safety communication calls for deep thought.
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