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Development of Medical Devices through Collaboration between Medicine

and Industry
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Development and commercialization of equipment that evaluates visual

function and encourages functional recovery

ANTEMHEREN BHERdiiscitd e EBEE o fot

Aichi science and technology foundation, Manager, Kazumitsu Deguchi
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Continuing on from FY 2015, we developed a secondary preliminary prototype medical device

at Tomey Corporation.

After setting up the prototype, we conducted animal testing at Riken to evaluate the utility

of light stimulation.

In conjunction, we developed a secondary human—-study prototype at Tomey Corporation.



Functional / performance evaluations, and safety and durability evaluations were performed
at the module level.

We studied changes in the neural network of the retina in animals with retinal degeneration
and in the secondary prototype at Riken.

Based on the data from animal testing, we submitted an interim report at the continuing
evaluation hearing on the prototype’ s usefulness

In consultation with PMDA (preliminary meeting) in July we clarified the type and
classification of the medical device and proceeded accordingly after summarizing the
contents of consultation at Tomey Corporation.

We decided to discuss again following evaluation of animal testing data for pharmaceutical
affairs.

As for the clinical evaluation, Asahikawa Medical University continued the evaluation from

FY 2015 with the primary prototype, because the secondary prototype was incomplete
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