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An investigator—initiated clinical trial, “A Double-blind, Sham—controlled Study to Evaluate the
Efficacy and Safety of a Transdermal Electrical Stimulator in Retinitis Pigmentosa” was planned
and conducted to verify the efficacy and safety of transdermal electrical stimulation to maintain
and improve visual function in patients with retinitis pigmentosa, by comparing them with the sham
group. The design of the trial was a randomized, double-blind, sham—controlled, multicenter,
validated phase III study. The test device delivers electric stimulation to the retina by placing
electrode pads on the auricular side of the lower eyelids of both eyes and the center of the
forehead. In this trial, electrical stimulation was performed 12 times every 2 weeks during the 24-
week evaluation period. The target number of cases for this trial was 50, 25 in the electric
stimulation group and 25 in the sham group. The primary endpoint was the superiority of the
electrical stimulation group over the sham group in the change from week 0 in logMAR visual acuity
(converted from corrected fractional acuity) at 24 weeks

The clinical trial began in June 2021, and by August 2022, 53 cases were obtained, 53 cases were
enrolled, and case enrollment was completed. The 53 cases included 26 in the electric stimulation
group and 27 in the sham group. The analysis population included 53 cases for safety analysis (SAF)
(26 in the electric stimulation group and 27 in the sham group), 52 cases for efficacy FAS analysis
(25 in the electric stimulation group and 27 in the sham group), and 50 patients for PPS analysis
(25 in the electric stimulation group and 25 in the sham group).

For the primary endpoint, there was a significant difference in logMAR visual acuity change from 0
week at 24 weeks between the two groups in the FAS and PPS analysis population. However, it cannot
be ruled out that there was a clinically meaningful difference. Similarly for the secondary
endpoints, it was not possible to conclude that there was a clinically meaningful difference in any
of the endpoints.

Regarding the safety endpoint, a causal relationship with the test device was ruled out in all
cases of serious adverse events and adverse events of “severe” and “moderate” severity. In
addition, there were 17 adverse events in the electric stimulation group and one in the sham group
that were undeniably related to the investigational device, but both were “mild” in severity.

In conclusion, there was no superiority of the electrical stimulation group over the sham group in
the change from 0 week in logMAR visual acuity (converted from corrected fractional visual acuity)
at 24 weeks. There were no serious adverse events or deaths undeniably related to the test device

Since the electric stimulation group was not found to be superior to the sham group in this study,
the manufacturer of the test device has decided to discontinue the development of the test device
for retinitis pigmentosa. Therefore, the development of the test device for retinitis pigmentosa

has been terminated
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