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A multi-center (Kyoto University, Tokyo Medical University, and Tottori
University) clinical study of TORS led by Kyoto University was conducted as an
advanced medical care type B to assess the safety and feasibility of transoral robotic
surgery (TORS) in accordance with ICH-GCP. Seventeen patients enrolled the
clinical study during the registration period from January 30, 2015 to October 31,
2016 and successfully underwent TORS. A summarized documentation is now in
preparation to provide data to the Pharmaceuticals and Medical Devices Agency for
TORS approval. Swallowing function after the TORS was also investigated as an
additional study. No significant impairment in swallowing was observed and the

swallowing function was maintained.
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