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An animal clinical trial for pet dogs with natural occurring cancer was conducted using a HIFU
system (first prototype) which we have developed last year. With the experience on the animal
trials, we have designed and developed a HIFU system for human clinical study. The safety,
performance and operability of the system were confirmed through evaluation experiments using
a miniature pig on March 21th, 2017. We also accomplished a general risk management of SDT
with the HIFU system for clinical study in conformity with ISO14971.

To validate the effectiveness of SDT, we have prepared nude mice transplanted with human
biliary tract cancer cell line (NOZ) and human bone tumor cell line (143B), and have conducted
experimental studies. The result showed that groups using a combination of HIFU and a drug
(NC6300) had a tendency toward tumor suppression than control groups.

As for a clinical study in Tokyo Medical University, we have prepared the necessary document for
medical study ethical review application. With the approval of this medical study from the ethical
review committee of Tokyo Medical University, our clinical study will begin from the next FY upto
15 patients. Regarding a drug for clinical study, its quality was evaluated in reference to SOP of
GMP for Investigational Drugs of Kowa company before shipping. We are also preparing a

protocol for clinical trial based on that for clinical study.
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Ultrasound ], AifH Hi%L, 3rd International Conference on Biomaterials Science in Tokyo
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Noninvasive novel therapy of High-Intensity Focused Ultrasound (HIFU) for unresectable
pancreatic cancer. Sofuni A, Fujita M, Sano T, Asai S, Tsuchiya T, Tsuji S, Tanaka R, Kamada
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