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Abstract: In order to strengthen the specific adverse drug reactions monitoring and collect medication information timely, the
European Union (EU) has introduced the additional monitoring system, which encourages health care professionals and patients to
report suspected adverse reactions spontaneously and evaluates the safety of drugs. In this paper, we introduced the management
process on monitoring methods and implementation status of the additional monitoring system in EU. Then, we draw lessons from
EU on their accumulated experience in additional monitoring from improving the regulation policy and reporting system,
establishing the principles and list of additional monitoring drugs, and strengthening publicity, to provide reference for enriching
China's post-authorization drug monitoring system and improving the pharmacovigilance system.
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