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Safety Measures for Irinotecan Hydrochloride in Japan
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Summary

Safety measures to reduce the risk of treatment-related deaths and severe adverse effects of
irinotecan have been in place for 15 years in cooperation with the regulatory authority (Ministry
of Health and Welfare) and medical institutions. We have developed and used a sales & market-
ing management system that focuses on safety measures, the collection of case information and
communication, guidelines for appropriate use in eligible patients, and tools. We conducted a sur-
veillance of all patients during a re-examination period of 6 years, and performed numerical and
qualitative analyses of all deaths and severe adverse effects, as needed. The information from the
surveillance is reflected in the label and also incorporated into the safety information for medical
professionals and paramedicals. Such measures have had an impact in minimizing the risk of
deaths and severe adverse effects.

Furthermore, as part of the safety measures, we cooperated in the UGT1Al pharmacogenomics
research in Japan and in the development of a diagnostic kit using the Invader® method to realize

personalized medicine in relation to irinotecan chemotherapy.
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