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We finalized substantial R&D phase for two innovative: #1 insufflation over-tube and #2 rotating over-tube,
and completed submission for PMDA clearance. These R&D activities were closely linked to “human

resource development program” supported by AMED, and we successfully initiated the program this year.

H27
After detailed preclinical evaluation, above two medical devices successfully cleared PMDA regulatory
process this year. We subsequently started paperwork to get approval from IRB in each institution which

was involved in clinical evaluation of these devices.

H28

Upon approval of PMDA, we repeatedly confirmed safe usage of these devices in large animal lab setting
before initiating their clinical introduction. As a result, we accomplished the “first in human” case in June
with device #1, and in January (H29) with device #2, without any adverse events. We are still running this
“small scale clinical evaluation” (pre-market) with these two devices. These activities have been again

linked to “human resource development program.”

Due to some delay in IRB approval and premarket clinical evaluation phase, the commercialization of two
devices have become delayed. Subsequently, planned post-market clinical trials will be also delayed.
However, the PI, researchers and industries are positive to complete the pre-market trials, and all are very

much confident with their final commercialization.
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