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Industry
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Regarding the technology and evaluation of this product, we have developed a practical model
that can be used for humans, and carried out improvements related to the safety of the laser
surgical device and the safety assessment test that is required. For the laser beam delivery
devise, improvement of the hollow fiber manufacturing apparatus, review of the manufacturing
method and conditions, and improvement of mechanical and optical performance were conducted.
About the pharmaceutical strategy, we carried out a consultation with PMDA (Pharmaceuticals and
Medical Devices Agency) and confirm the adequacy of general name, classification, and application
division, necessity of clinical trial results by this product, and necessity of additional items
and contents of the evaluation test which should be carried out. PMDA’s view generally agrees
with our ideas and policies. In addition, we received some advices from PMDA for future regulatory
applications, and decided to evaluate this product / technology according to the advice from
PMDA.

Regarding market development strategies for overseas expansion, clinicians in Japan and overseas
45 clinician (12 countries) have experienced laser ESD and evaluated the marketability from the
view point of clinicians. In addition, as an evaluation of marketability, comprehensive
evaluation of medical conditions (number of hospitals, prevalence rate etc.) in each targeted
country, presence / absence of statutory physical examinations / health insurance, securing of
overseas bases, existence of KOL, securing distributors . Distributors overseas have already
been listed as candidates by several companies and will continue to contact such as reporting
on the development status of this product. Also, in Japan, we are already using the Kobe Medical
Instrument Development Center (MEDDEC) as a base to invite overseas clinicians to carry out
clinical training and hands—on seminars but it is important to secure similar facilities overseas
in the future, and we have started to create overseas bases and lay down the interconnection

of facilities.
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