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C
A two-arm, randomized, open-label, multicenter exploratory study to evaluate the efficacy and safety of a
cognitive behavioral therapy application (IIIP MED: Sleepy Med) for patients with insomnia, using zolpidem

tartrate as a control.
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Background of the Study

The prevalence of insomnia in Japan ranges from 6% to 10%, and due to age-related decline in the quantity
and quality of sleep, approximately one in three elderly individuals suffer from insomnia. According to
Japanese clinical guidelines (2013), pharmacotherapy is recommended as the first-line treatment, while
cognitive behavioral therapy (CBT) is recommended as a second-line treatment when pharmacotherapy is
ineffective or only partially effective.

Pharmacotherapy is symptomatic treatment and is associated with issues such as side effects, long-term use,
and polypharmacy. In contrast, CBT is a curative approach and is positioned as a first-line treatment in many
countries, including Western nations. Furthermore, face-to-face CBT requires frequent visits to medical
institutions, placing a burden on patients, and the shortage of healthcare professionals capable of properly

delivering CBT limits the availability of treatment facilities.

Study Overview

To address the issues and improve access to CBT through home-based care, we developed a cognitive

behavioral therapy application for insomnia, “IIIP MED (Sleepy Med).” A Phase II clinical trial (July 2023 to

February 2025) was conducted to evaluate the efficacy and safety of IIIP MED compared with sleep

medication (zolpidem) in patients with insomnia who did not show improvement after sleep hygiene

education.

The primary endpoint was the change from baseline in subjective sleep latency at 5 weeks after initiation of

treatment. Evaluations were conducted at week 5 (end of the treatment period) and at week 10 (end of the

observation period).

Secondary endpoints included objective sleep latency, sleep-related parameters, measures of daytime

functioning, mental function and quality of life (QOL), and safety assessments. Examinations, tests, and

evaluations were performed during the study in accordance with the clinical trial protocol.

A total of 24 patients were enrolled in this study. Although the target sample size was not reached, the study

was completed following consultation with the independent data monitoring committee.

Regarding the primary endpoint, subjective sleep latency at week 5, no statistically significant difference was
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observed between the IIIP MED group and the pharmacotherapy group; however, a comparable treatment
effect was demonstrated. Furthermore, the IIIP MED group tended to show a higher maintenance effect at
week 10 after completion of treatment compared with the pharmacotherapy group.

In terms of safety, no adverse events with a causal relationship were observed in the IITP MED group. On
the other hand, somnolence occurred in one case in the drug treatment group. Based on the results of this

study, a Phase III trial to further evaluate efficacy and safety is planned.



