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The device lag and_associated factors for innovative medical devices in Japan
compared to the United States
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The medical devices approved in Japan between April 2001 and March 2020 were

included in this study. Changes in submission lag (difference between submission date in Japan and
submission date in US), review lag (difference between review time in Japan and review time in US),
and device lag (sum of submission lag and review lag) were evaluated. Device lag and review lag were
shorter for late-stage approved devices (domestic approval after March 2013) compared to
early-stage approved devices (domestic approval before March 2013). The domestic review time for
prioritized review devices was shorter than that for non-prioritized review devices. The positive
determinant of submission lag was 510K devices, and the negative determinant was global clinical
trials. A positive determinant of examination lag was 510K devices.
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