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Study on the factor influencing oncologic drugs approval review time between
Japan and US.
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Various factors have reported as the cause of oncologic drug lag. Review

time of Pharmaceuticals and Medical Devices Agency in Japan has become almost as same as that of U.
S. Food and Drug Administration. However, drug lag is still shown. To study on the cause of drug lag

between Japan and U.S., 41 oncologic drugs approved between 2001 and 2014 in both countries were
analyzed. Drug lag of dru?s approved between 2001 and 2010 is 57 months émean), and that after 2011
was 9 months. Factors including guidance for treatment were analyzed, and most influenced factor is
the kind of pivotal studies. In seven drugs out of eight drugs, pivotal studies were conducted as
multinational studies. To achieve earlier approval, participation into multinational clinical trials

is considered the most important factor.
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