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The development of psychedelic treatments for psychiatric
conditions introduces novel clinical and regulatory questions.
In this 30-minute Industry Interactive Discussion we will talk
about key aspects of psychedelic drug development, such as
individualized dosing, timing of the primary endpoint,
characterization of the durability of the treatment effect, and
re-treatment and psychological support concepts. Context

will be provided through discussion of the GHOO1 clinical
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development program in TRD. GHOO1 is a pulmonary
inhalation formulation of the classical psychedelic
mebufotenin (5-MeO-DMT), with two completed Phase 1
trials in healthy subjects (NCT04640831, NCT05163691),
one completed Phase 1/2 trial in TRD (NCT04698603), and
one ongoing randomized, double-blind, placebo-controlled

Phase 2b trial in TRD (NCT05800860). Active audience

participation will be encouraged.
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