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PMDA’s View on Post-marketing Survey and Clinical Trials**
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Summary

For NDA review in the area of oncology drugs, in addition to the evaluation of usual efficacy
and safety, emphasis is increasingly being placed on actual performance based on additional
clinical evidence together with post-marketing safety confirmation. Early post-marketing sur-
veillance is conducted for safety confirmation, and, usually a post-marketing clinical trial is
planned and carried out for additional clinical evidence. Increasingly, post-marketing surveil-
lance of new oncology drugs is being done through investigations which register all patients
receiving a particular new oncology medication. The Pharmaceutical Affairs Law imposes a
duty on pharmaceutical companies given conditional drug approval to collect adverse reaction
information as promptly as possible. However, the burden on medical staff is consequently high.
Therefore, to ensure proper use of new drugs and comprehensive adverse reaction reporting, it is
important to develop a more rational and efficient clinical information network in the area of
clinical oncology, with input from specialized institutes for chemotherapy and clinical oncologists.
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