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of patients with trigeminal neuralgia for evaluation of the effect of

goreisan
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Trigeminal neuralgia is the most frequent head and neck pain disorder, with a frequency of
4 to 5 per 100,000 people, and tends to be more common in the elderly and women, and more
common on the right side. It is anatomically more likely to occur with aging, and is expected
to increase with the aging of the population. It tends to become chronic, and although
carbamazepine, the standard treatment, is effective in about half of the patients, many cases
are refractory to treatment. It is expected that goreisan may show a favorable risk-benefit
balance for trigeminal neuralgia.
Therefore, this study was conducted as a POC study with the ultimate goal of conducting a
physician-led clinical trial to verify the efficacy of goreisan for trigeminal neuralgia and
to obtain regulatory approval.
Evaluation of therapeutic efficacy for trigeminal neuralgia is difficult in the short term,
and conventionally, periodic visits for medical examination and interview are indispensable.
The importance of efforts to improve the efficiency of remote subject recruitment and subject
retention is increasing more. Since current clinical research requires face—to—face consent,
and face—to—face consultations are necessary for accurate diagnosis of the target trigeminal
neuralgia, and since many subjects are unfamiliar with IoT technology, it is necessary to
recruit subjects via the web rather than in a “fully virtual” fashion, where subjects do not
visit the clinical trial site at all. Therefore, instead of the “full virtual type,” in which
subjects do not visit the institution where the clinical trial is conducted, a “hybrid type,”
in which subjects are recruited via the web and visit the institution only to obtain consent
and receive an explanation of the device operation, has been adopted, and preparations have
been made for this.
The target number of patients was 24 (8 in the target group and 16 in the study group), and
the allocation adjustment factors were defined as the average weekly pain attack VAS30-39 and
the average weekly pain attack VAS40 or higher, and the primary endpoint as the change from
baseline in the average weekly pain attack VAS* (Visual Analogue Scale) at 4 weeks from the
start of the study
Through this study, we have achieved the development of an application for collecting data
on subjects and the creation of a protocol for a “placebo—controlled randomized controlled
Phase II physician—-initiated clinical trial to evaluate the efficacy and safety of goreisan
in combination with carbamazepine for trigeminal neuralgia”. We plan to continue our research
to provide evidence for obtaining regulatory approval of goreisan in the AMED Clinical

Research and Clinical Trial Promotion Research Project in FY2023



