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Background

Study Design

* Major depressive disorder is a serious and life-threatening
psychiatric illness, associated with high rates of individual Figure 2: VLS-01-102 Plasma Concentrations over Time - Treatment Periods 1 & 2 (Pharmacokinetic Population) Figure 1: VLS-01-102 Study Design

and society-level morbidity, which follows a chronic course.

|t affects an estimated 280 million adults and adolescents " Dose range: * Observed increases in exposure to - — .
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receptors. consistent across the dose range.

Table 1:: VLS-01-102 Summary of Plasma Pharmacokinetic Parameters - Treatment Periods 1 & 2 for VLS-01-1V 30mg and
VLS-01-BU 120mg (Pharmacokinetic Population)

Methods
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At least one TEAE leading to
discontinuation
1. T-wave inversion unrelated to study drug, as assessed by the investigator, was upgraded to myocardial ischemia, mild,
probably related by the Sponsor, following feedback from the FDA

a. Treatment Emergent Adverse Events (TEAES) are defined as adverse events that occurred following the first
The 120 mg dose of VLS-01-BU generated administration of study medication

and subjective effects were transient and
resolved in approximately 2 hours.

VLS-01 (Figures 2 and 3). The study was designed to test the 1(6%) 1(2%)
highest dose of VLS-01-BU first to confirm selection of the

active doses for the proposed Phase 2 clinical study.

* The VLS-01-102 study enrolled 17 healthy volunteers that
were split into two cohorts (n = 8 were enrolled in cohort 1, n =

* Perceptual effects generally fully resolved within 90-120
mins.
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