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1. A physician-initiated clinical trial for the effect of noisy galvanic vestibular stimulation on
improvement of body balance in patients with bilateral vestibulopathy.

We analyzed the results of a physician-initiated clinical trial for the aftereffect, repeat effects, and
safety of noisy galvanic vestibular stimulation on the improvement of body balance in healthy subjects,
which was performed in 2016.

Thirty elderly participants (44-70 years old) underwent two nGVS sessions. In Session 1, participants
received nGVS for 30 min twice with a 4-h interval. In Session 2, participants received nGVS for 3
h. In both sessions, the postural stability was markedly improved for more than 2 h after the cessation
of the stimulus and tended to decrease thereafter. The second stimulation in Session 1 caused a
moderate additional improvement in body balance.

Based on these results and advices from PMDA on June 1% 2016, we planned a physician-initiated
clinical trial for the effect of noisy galvanic vestibular stimulation on improvement of body balance
in patients with bilateral vestibulopathy. The trial was approved by approved by the Institutional
Review Board of the University of Tokyo Hospital (P2016011) on October 1% 2016.

In this trial, 13 patients with bilateral vestibulopathy underwent three nGVS sessions. In Session 1,
we determined the optimal nGVS for each patient. In Session 2, patients received nGVS for 30 min
after determining the optimal intensity. The postural stability was measured patients postural stability
using stabilometry for 6 h after each stimulation. In Session 3, patients underwent the same protocols
as Session 2. Each session was conducted with an interval of 13 days.

The clinical trial was conducted between November 9" 2016 and January 18" 2017.

The results of the clinical trials are under statistical analyses.

2. Development of new device for noisy galvanic vestibular stimulation.

Based on the portable GVS stimulator which we have used, we are developing a new GVS stimulator
which is easy-to-use for patients at home, collaborating with medical device manufacturers.

Since the GVS stimulator that we are using was designed more than ten years ago, problems have
arisen in additional production, maintenance, etc. In this year, we reviewed the circuit design and parts
to be used, and we developed a prototype of the stimulator incorporating the basic functions. In order
to improve operability further, we examined the appearance, mounting method of a device that is
comfortable and stress-free for the patient, incorporating industrial design, and proposed a basic design.
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