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Psilocybin has been shown to exert potent and rapid antidepressant effects, with evidence that just
one or two doses can lead to long-lasting improvement, preventing relapse and symptom
exacerbation. While Phase Il clinical trials have been completed in the United States and are
ongoing in Europe, no clinical trials involving psilocybin have yet been conducted in Japan.
Advancing the clinical introduction of psilocybin for depression and elucidating its mechanisms of
action are expected to lead to the remission of severe depression, prevent recurrence, and deepen
our understanding of its biological underpinnings—ultimately transforming the future of depression
treatment.

The aim of this research and development project is to conduct a clinical trial to evaluate the safety
and therapeutic efficacy of the psychedelic psilocybin in patients with treatment-resistant
depression. This is an open-label trial involving 12 patients who have shown insufficient response
to conventional antidepressants. Among the psychometric instruments used to assess the
subjective experience during psilocybin administration, the Challenging Experience Questionnaire
(CEQ), which had not previously been available in Japanese, was translated and validated in
collaboration with the original developers, and the Japanese version has been published in an
academic journal.

Import of the investigational drug from the United Kingdom was completed in October 2024, and
the clinical trial began in November. By the end of March 2025, five participants had enrolled and
four had completed psilocybin administration. Only mild and transient adverse events were
observed.
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Psilocybin has been shown to exert potent and rapid antidepressant effects, with evidence that just one or two
doses can lead to long-lasting improvement, preventing relapse and symptom exacerbation. While Phase I
clinical trials have been completed in the United States and are ongoing in Europe, no clinical trials involving
psilocybin have yet been conducted in Japan. Advancing the clinical introduction of psilocybin for depression
and elucidating its mechanisms of action are expected to lead to the remission of severe depression, prevent]
recurrence, and deepen our understanding of its biological underpinnings—ultimately transforming the future
of depression treatment.
The aim of this research and development project is to conduct a clinical trial to evaluate the safety and
therapeutic efficacy of the psychedelic psilocybin in patients with treatment-resistant depression. This is an
open-label trial involving 12 patients who have shown insufficient response to conventional antidepressants.
Among the psychometric instruments used to assess the subjective experience during psilocybin
administration, the Challenging Experience Questionnaire (CEQ), which had not previously been available in
Japanese, was translated and validated in collaboration with the original developers, and the Japanese version
has been published in an academic journal.
Import of the investigational drug from the United Kingdom was completed in October 2024, and the clinical
trial began in November. By the end of March 2025, five participants had enrolled and four had completed
psilocybin administration. Only mild and transient adverse events were observed.
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