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Background

Adverse event reporting patterns vary between countries,
given differences in reporting culture, clinical practice and
underlying patient populations. Japan collects over 50,000 ——
domestic adverse event reports yearly and shares serious
reports with VigiBase, the WHO global database of
individual case safety reports. Understanding these reports
in the global context could be helpful for regulators
worldwide and aid hypothesis-generation for
Japanese-specific vulnerabilities to adverse drug reactions.

Objectives

To explore differences in the reporting of adverse
events between Japan and other countries contributing
to VigiBase.
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Conclusions

Analysis of Japanese adverse events reports in global context has revealed key features that may reflect
possible pharmaco-ethnic vulnerabilities in the Japanese, as well as differences in adverse events
reporting and clinical practice. This knowledge is essential in the global collaboration of signal detection
afforded by the WHO Programme for International Drug Monitoring.
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