INTRODUCTION METHODS
Understanding and Assessing e et S Feloctbn nduce s Study Design Endpoints

characterized by changes in sensory + The cohort included in these analyses (Cohort 6) was a subset of participants with MDD enrolled in a phase 1/2a trial randomized to receive 16 mg HLP003 + The 5-Dimensional Altered States of Consciousness Rating Scale (5D-ASC), Hallucinogen Rating Scale (HRS),
th P h d I - E - perception, cognition, emotion, and on Days 1 and 22 (n=9) or placebo on Day 1 followed by 16 mg HLP0O03 on Day 22 (n=3) Revised Mystical Experience Questionnaire (MEQ-30), and Persisting Effects Questionnaire (PEQ) were assessed
e Syc e e I c xpe rl e n Ce existential thought'2 — All participants received psychological support based on the EMBARK framework® 4 to 10 hours postdose on Days 1 and 22 (Table 1)

— Efficacy and safety assessments were conducted from Days 1 to 21 (16 mg HLP0O3 or placebo administration) and Days 22 to 42 (first or second 16 mg — All participants received psychological support based on the EMBARK framework®

— These subjective perceptual effects,
F ro m a P h as e 1 l2 a St u dy Of th e particularly “mystical experiences,” are HLPOO03 administration), non-administration Day 56 and during the 12-week follow up period — The visual analog scale (VAS) rating of “any drug effect” was assessed predose and at regular intervals 0.5 to
12 hours postdose

thought to b tributing factors to th . : : -_ . . . .
an?ilijgepre?ss:nct;?;fgcti I(;]gs:rc\;/gcrlswﬁh © Figure 1. Phase 1/2a Trial Evaluating Safety, Tolerability, Pharmacokinetics, Psychedelic Effects, and Treatment Efficacy of

- Descriptive data are summarized by means, standard deviations, and rate of effect thresholds by visit
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H L P O O 3 I Ad It W. t h M I that acts as a serotonergic agonist with (MD3’§S+1P) @ (Hgng\;;P) e (v, ?@Tﬂ;’ SRe (MDD, ?n/;+3P) SR (MDD, ?ng+3P) sre ?QW) Table 1. Subjective Psychedelic Effects Were Assessed Using Five Scales After Each Dose
I n u S I aj o r binding and functllonal activity on multiple Subjective Effects Scale Description Effect Thresholds
S-hycioxytryptamine (5-HT) receptors, T S e e —
- - including 5-HT .58 Key Inclusion Criteria I : « Change from baseline 94-item questionnaire organized into 5 dimensions: oceanic boundlessness, ,
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lacebo-controlled trial (NCT05385783 | » » ; p « VAS of any drug effect
b ( ) MDD (MADRS = 21) MMMIAIN 16 mg HLP003 16 mg HLP0O3 m DI‘I + MEQ-30 100-item questionnaire assessing subjective effects of hallucinogenic
. . * demonstrated that HLP003 was well * Inadequate response h“dh] II]]II]I\I]]\ ! Safety 8 . - - i : . . :
Atul R. Mahableshwarkar, MD; Sunita Shinde, MD; Ken Kramer, PhD*; tolerated and effective in participants to antidepressant 000 Sa(;ety Sa;ety E fr& } (&? . 22—380 HRS substances in 6 clinical clusters: somaesthesia, affect, perception, cognition,  Intensity subscale: >2.79
. " . . ' E ° agn . .
Alexandra Kulikova, PhD; Amir Inamdar, MBBS, DNB (Psych), MFPM with major depressive disorder (MDD) medcaton AT Efficacy Effcacy | 1oacy s volition, and intensity
* Noclinically | : : L . . : ..
Helus Pharma, Toronto, ON, Canada and healthy volunteers® significant risk of Screening CJL;f/ * E —® &D foﬁifv‘jzp Safety/Tolerability MEQ-30° 30-item questionnaire divided into domains of mystical, positive mood, Total score: >3
_ _ o _ suicidality e ; ; : « TEAEs transcendence of time and space, and ineffability '
* Presenting Author — A smgle administration of 16 mg HLP003 Up to 4 weeks Placebo 3 weeks 16 mg HLP0O03 * 3 weeks ¢~ 2 weeks ! 2 weeks « Vital signs
as an adjunctive treatment produced a 5-item questionnaire that assesses the meaningfulness, spiritual
~12.99 (95% confidence interval [CI Up to three sessions of EMBARK for MDD, a six-domain framework for psychological support before and after treatment with HLP0O3, PEQ"° significance, psychological insightfulness, and how psychologically N/A
) ° . ’ were provided during predose sessions, and up to three postdose sessions were provided following each dose administration challenging was the experience during the study drug administration session

O BJ E CT IVE _22-37 _3-7]; P< 00080) |mpr0\£\ement The six EMBARK domains are: Existential-Spiritual, Mindfulness, Body Aware, Affective-Cognitive, Relational, and Keeping Momentum
versus placebo in Montgomery-Asberg VAS for any drug effect A 100-mm line from 0 mm (no drug effect) to 100 mm (extremely felt) Peak drug effect: >70 mm
Depression Rating Scale (MAD RS) total *Primary efficacy assessed at Day 21. tFollow-up 12 weeks after Day 42 to assess durability of effects.

5D-ASC, 5-Dimensional Altered States of Consciousness Rating Scale; A, active HLP003; HV, healthy volunteers; HRS, Hallucinogen Rating Scale; MADRS, Montgomery-Asberg Depression Rating Scale; MDD, major depressive disorder; 5D-ASC, 5-Dimensional Altered States of Consciousness Rating Scale; HRS, Hallucinogen Rating Scale; MEQ-30, Revised Mystical Experience Questionnaire; PEQ, Persisting

This analysis from a phase 1/2a trial evaluated the pharmaco dynamic effects of one or two score at Day 216 MEQ-30, Revised Mystical Experience Questionnaire; P, placebo; PEQ, Persisting Effects Questionnaire; SRC, Safety Review Committee; TEAE, treatment-emergent adverse event. Effects Questionnaire; VAS, visual analog scale.

administrations of 16 mg HLP00O3 by measuring subjective psychedelic effects using RESU LTS

validated ratings scales

Table 1. Demographics and Baseline Clinical Figure 2. Participants Receiving 16 mg HLP003 Reported Subjective Figure 3. Change From Baseline in Mean (SD) VAS Drug Effect Scores After Safety

CON C LUSIONS Characteristics Were Similar Across Both Psychedelic Effects on Administration Days 1 and 22 Administration of 16 mg HLP003
Treatment Groups

 HLPOO3 was well tolerated; all adverse events were mild to

W 16 mg HLP0O3 (Days 1 and 22; n=9) M Placebo (Day 1; n=3) B§ 16 mg HLP0O3 (Day 22; n=3) ——®— 16 mg HLP0O03 (Days 1 and 22: n=9) =—@== Placebo (Day 1: n=3) moderate in severity and generally limited to the day of
treatment (Table 2)°

— ® = 16 mg HLP003 (Day 22; n=3)
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Psych Congress; September 15-19, 2026; New Orleans, LA, USA Supplementary Table S1 ) Questionnaire; OBN, oceanic boundlessness subscale; VAS, visual analog scale. PEQ, Persisting Effects Questionnaire; SD, standard deviation. MDD, major depressive disorder; TEAE, treatment-emergent adverse event.




osieries SUPPLEMENTAL RESULTS

U n d e rSta n d i n g a n d Assess i n g Supplementary Table S1. Mean (Range) Psychedelic Scale Scores After Administration of 16 mg HLP003 or Placebo on Days 1 and 22

_ _ 16 mg HLP003/16 mg HLP003* Placebo/16 mg HLP0O03t
the Psychedelic Experience - -
Psychedelic Scale Scores, Mean (Range) Day 1 Day 22 Day 22
F rom a P h ase 1 I 2 a St u dy Of th 2 5D-ASC: Total score 5.3 (1.9-8.3) 4.6 (0.2-6.8) 0.7 (0.0-1.7) 5.2 (3.3-7.3)
5D-ASC: Oceanic boundlessness 6.4 (3.0-10.0) 6.0 (0.0-9.4) 0.5 (0.0-1.6) 5.4 (0.6-8.9)
D e u te rate d Ps i I O c i n An a I O g HRS: Intensity 2.7 (1.8-3.5) 2.4 (1.0-3.8) 0.0 (0.0-0.0) 3.4 (3.0-4.2)
_ _ _ HRS: Somaesthesia 2.2 (0.6-3.1) 2.2 (0.0-3.6) 0.1 (0.0-0.4) 2.4 (2.0-3.0)
H L P O O 3 I n Ad u Its WI t h M aj O r HRS: Affect 2.4 (1.2-3.4) 2.2 (0.8-3.2) 0.6 (0.6-0.6) 1.8 (0.8-2.7)
. - HRS: Perception 2.1(0.6-3.1) 1.8 (0.4-2.9) 0.4 (0.2-0.5) 2.7 (1.8-3.4)
D e p reSS |Ve D I S O I'd e r HRS: Cognition 2.5 (0.7-3.9) 2.3 (0.0-3.6) 0.1 (0.0-0.3) 2.6 (2.2-3.4)
HRS: Volition 1.7 (0.7-3.5) 2.2 (1.0-3.3) 1.8 (1.3-2.0) 1.9 (1.5-2.3)
Atul R. Mahableshwarkar, MD; Sunita Shinde, MD; Ken Kramer, PhD*;
Alexandra Kulikova, PhD: Amir Inamdar, MBBS, DNB (Psych), MFPM MEQ-30: Total score 3.8 (2.4-4.9) 3.2 (0.5-5.0) 0.2 (0.0-0.5) 3.4 (2.1-4.7)
Helus Pharma, Toronto, ON, Canada MEQ-30: Mystical 3.8 (2.3-4.9) 3.1 (0.0-5.0) 0.1 (0.0-0.3) 3.0 (0.9-4.7)
* Presenting Author MEQ-30: Positive mood 3.9 (1.8-5.0) 3.3 (2.0-5.0) 0.5 (0.2-1.0) 3.3 (1.7-4.8)
MEQ-30: Transcendence of time/space 3.7 (0.7-5.0) 3.1 (0.0-5.0) 0.2 (0.0-0.7) 4.3 (3.8-4.7)
MEQ-30: Ineffability 4.4 (3.7-5.0) 3.5 (1.0-5.0) 0.1 (0.0-0.3) 4.2 (3.3-5.0)
PEQ: Total score 30.0 (26-36) 25.3 (6-36) 6.7 (4-10) 31.3 (31-32)
VAS: Peak drug effect (mm) 84.7 (37-100) 93.6 (69-100) 4.3 (1-7) 97.7 (93-100)

*Administration of 16 mg HLPOO3 on Days 1 and 22.
TAdministration of placebo on Day 1 and 16 mg HLP0O3 on Day 22.
5D-ASC, 5-Dimensional Altered States of Consciousness Rating Scale; HRS, Hallucinogen Rating Scale; MEQ-30, Revised Mystical Experience Questionnaire; PEQ, Persisting Effects Questionnaire; VAS, visual analog scale.
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