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1. Implementation of clinical trial for regulatory approval.

We developed a brain-machine interface (BMI) system to detect event-related desynchronization, which
arises when patients with severe hemiparesis intend to extend the fingers, and thus control a motor-driven
hand orthosis. We hypothesized that rehabilitation using this BMI system could improve severe hemiparesis
resistant to improvement by conventional rehabilitation. We therefore planned and implemented a
randomized controlled clinical trial to evaluate the effectiveness and safety of intensive rehabilitation using
the BMI system.

Based on results from a previous study, we drafted a study protocol. This protocol was finalized after
consultation with the Pharmaceuticals and Medical Devices Agency in Japan. The protocol was reviewed and

approved by the institutional review board at Keio University Hospital, and the trial was started.

2.Product marketing
We investigated market size and related patents with actual and potential conflicts. As public relations,

we displayed a prototype of the BMI system at several conferences and symposia.
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