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A research protocol for this clinical study, a specific clinical rial under the Clinical Research Act,
was prepared, approved by the Keio University Clinical Research Review Committee on August
31, 2023, and submitted to the Kanto Shinetsu Health and Welfare Bureau on September 21,
2023. In addition, we obtained an Investigator's brochure from Usona Institute, which contains data
on non-clinical studies, pharmacokinetic studies, and safety studies of psilocybin. The Ministry of
Health, Labour and Welfare (MHLW), the Tokyo Metropolitan Government (TMG), and the drug
importer have already collaborated on the implementation of this clinical trial, and the import of the
test drug is expected to be completed in March 2024. In order to ensure the safe conduct of the
study, an advisory board consisting of psychiatrists, nurses, psychologists, humanists, interested
parties, and members of the press who have no vested interest in this study group has been
established.

The rating scales used to assess mystical experience with psychedelic drugs in this study (Mystical
Experience Questionnaire and Ego Dissolution Index) were developed in collaboration with the
developers of the English version, and a Japanese version was created and published in a journal
(Neuropsychopharmacol Rep 2024; Neuropsychopharmacol Rep 2024). Similarly, in collaboration
with the developers of the English version, a Japanese version of the Challenging Experience
Questionnaire was created and is being prepared for submission to an academic journal.

In addition, under the guidance of Professor David Nutt (Imperial College London), who has
conducted several clinical trials of psychoactive agents including psilocybin, we have finalized the
study drug administration procedures.
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2. ARAMREEOBE (RR)
A research protocol for this clinical study, a specific clinical rial under the Clinical Research Act, was prepared,
approved by the Keio University Clinical Research Review Committee on August 31, 2023, and submitted to
the Kanto Shinetsu Health and Welfare Bureau on September 21, 2023. In addition, we obtained an
Investigator's brochure from Usona Institute, which contains data on non-clinical studies, pharmacokinetic
studies, and safety studies of psilocybin. The Ministry of Health, Labour and Welfare (MHLW), the Tokyo
Metropolitan Government (TMG), and the drug importer have already collaborated on the implementation of|
this clinical trial, and the import of the test drug is expected to be completed in March 2024. In order to ensure
the safe conduct of the study, an advisory board consisting of psychiatrists, nurses, psychologists, humanists,
interested parties, and members of the press who have no vested interest in this study group has been
established.
The rating scales used to assess mystical experience with psychedelic drugs in this study (Mystical Experience
Questionnaire and Ego Dissolution Index) were developed in collaboration with the developers of the English
version, and a Japanese version was created and published in a journal (Neuropsychopharmacol Rep 2024;
Neuropsychopharmacol Rep 2024). Similarly, in collaboration with the developers of the English version, a
lapanese version of the Challenging Experience Questionnaire was created and is being prepared for
submission to an academic journal.
In addition, under the guidance of Professor David Nutt (Imperial College London), who has conducted several
clinical trials of psychoactive agents including psilocybin, we have finalized the study drug administration
procedures.
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