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Disclaimer & forward-looking statements
This presentation has been prepared by Optimi Health Corp. ("Optimi" or the "Company") for informational purposes only. It is based entirely on publicly 
available information, including the Company’s public filings with applicable securities regulators, press releases, and corporate website, together with third-
party industry and regulatory sources. It does not constitute an offer to sell or a solicitation of an offer to buy any securities of the Company in any jurisdiction, 
nor shall it form the basis of any contract or investment decision. Nothing in this presentation constitutes financial, investment, legal, tax, or other 
professional advice, and recipients should consult their own advisors before making any investment decision.
This presentation contains "forward-looking statements" within the meaning of applicable Canadian and U.S. securities laws, including statements regarding 
regulatory developments, market opportunity, product development plans (including ibogaine), potential rescheduling of controlled substances, anticipated 
regulatory pathways in the United States, Canada and elsewhere, and the Company’s business strategy. Forward-looking statements are based on current 
expectations and assumptions and are subject to known and unknown risks and uncertainties that could cause actual results to differ materially, including: 
the outcome of third-party clinical trials and regulatory submissions; changes in law and policy; the pace of implementation of the April 2026 U.S. Executive 
Order; the status of Bill C-286 in Canada, which is a private member’s bill that may not proceed; and the Company’s ability to maintain licences and permits 
and other factors set forth under “Forward‐ Looking Statements” and “Risk Factors” in the Company’s continuous disclosure filings available under Optimi’s
profile at www.sedarplus.com. These statements speak only as of the date of this presentation and Optimi undertakes no obligation to update or revise any 
forward‐looking statements, whether as a result of new information, future events or otherwise, except as may be required by law, and readers should not 
place undue reliance on forward-looking statements. New factors may emerge from time to time, and it is not possible for Optimi to predict all of them or 
assess the impact of each such factor or the extent to which any factor, or combination of factors, may cause results to differ materially from those contained 
in any forward‐looking statement.
Unless otherwise indicated, market data and certain industry data and forecasts included in this presentation concerning Optimi’s industry and the markets 
in which Optimi operates or seeks to operate were obtained from internal company surveys, market research, publicly available information, reports 
of governmental agencies and industry publications and surveys. Optimi has relied upon industry publications as the Optimi’s primary sources of third-party 
industry data and forecasts. Optimi has not independently verified any of the data from third-party sources, nor has Optimi ascertained the underlying 
assumptions relied upon therein. Market capitalization figures are point-in-time and subject to change. References to third-party clinical programs are for 
industry context only. No regulatory authority has approved psilocybin, MDMA or ibogaine as a marketed prescription medicine in the United States or 
Canada as of the date hereof; access described herein occurs under jurisdiction-specific regulated-access frameworks. Nothing herein is medical advice.
The Company’s financial statements are prepared in accordance with IFRS in Canadian dollars. Unless otherwise indicated, all dollar amounts referenced in 
this presentation are in U.S. dollars.
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Investment highlights

Commercial today with early-
mover advantage

• One of few companies supplying both cGMP 
psilocybin and MDMA finished-dose capsules 
to authorized prescribers in Australia

• ~5,000 doses shipped globally and revenue-
generating since 2Q 2024

• Australia’s Authorised Prescriber Scheme
• Canada’s Special Access Program

Vertically integrated with 
licensed & GMP-certified facility

• Health Canada Drug Establishment License

• Qualified Person batch release

• HPLC-MS testing

• USP impurity panels

Advancing clinical drug 
development pipeline

• Two Health Canada-authorized clinical trials 
• Phase 2 trial of psilocybin-assisted therapy for 

the treatment of MDD 
• Phase 3 trial of MDMA-assisted therapy for the 

treatment of PTSD

Targeting two large, under-
served indications

• 100+ million people with treatment-resistant 
depression (TRD) and 300+ million with PTSD 
worldwide1

• ~3 million adults in US with TRD2

• ~13 million adults in US with PTSD2

Global optionality with potential 
rescheduling

• Legally permitted MDMA and psilocybin under 
active review in various jurisdictions

• Optimi is positioned to supply new markets as 
they open

Natural-API differentiation

• Naturally extracted psilocybin
• Most clinical-stage drug developers are using 

synthetic formulation alternatives

W H Y  O P T I M I
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1. McIntyre RS, et al. World Psychiatry. 2023 Oct;22(3):394-412. doi: 10.1002/wps.21120 , 2. Company’s estimates derived from various sources.



Supplying patients today
Well-positioned to quickly leverage the rescheduling 
environment shaping the markets of tomorrow

W H O  W E  A R E

• I ncor p or at e d :  2020 in 
Br it ish C olumb ia

• U plist e d:  N asdaq M ay 2026 

• V e r t ically  int e g r at e d  
20,000 sq  f t  cG M P f oot p r int

• M ar ke t s:  A ust r alia,  Canada 
( SA P) ,  U K  ( clinical - t r ials 
e xpor t )

• D ir e ct - t o- clinic M od e l:  
L ice nse d  imp or t e r s and  
aut hor ize d pr e scr ibe r s

C O M P A N Y  S N A P S H O T

N A T U R A L

Psilocybin Extract
5 mg capsules · 4-PO-DMT

• Naturally extracted from Psilocybe
mushrooms

• 6% extract purity — highest to date

Psilocybin Microdose
1 mg & 2 mg capsules · 
4-PO-DMT

• Launched June 2026 for clinical 
research

• Standardized, naturally derived 
finished drug products enabling 
controlled microdosing studies

MDMA HCl
40 mg & 60 mg capsules

• Supplying Australia for PTSD since 
October 2024

• Shipments scaled from 160 to 
1,000 doses per export cycle

I N  D E V E L O P M E N T

Ibogaine
Finished-dose in development

• Plant-based psychoactive drug
• Treatment of PTSD, opioid addiction 

and traumatic brain injuries
• Supply secured and development 

commenced June 2026 

N A T U R A L

S Y N T H E T I C
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Packaging displayed is a digital rendering intended for illustrative purposes only and does not represent final approved labeling. 
Product labeling, indications, and regulatory information may vary by jurisdiction and are subject to applicable regulatory approvals



Chronic, costly unmet needs
Legacy options including SSRIs, benzodiazepines and 
psychotherapy
have limited efficacy and high relapse rates

100M+
T R D  W O R L D W I D E 1

$232B
U S  A N N U A L  P T S D  B U R D E N  ( 2 0 1 8 ) 2

$540B
U S  P R O J E C T E D  D E P R E S S I O N  C O S T / Y R  B Y  2 0 3 0 3

🇦🇺

Australia

PTSD: 1.2M

TRD: 0.2M

TAM:  1.4M patients4

T H E  N E E D
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🇺🇸

United States

PTSD: 12.7M

TRD: 3.4M

TAM: 16.1M patients4

🇨🇦

Canada

PTSD: 1.6M

TRD: 0.4M

TAM: 2.0M patients4

1. McIntyre RS, et al. World Psychiatry. 2023 Oct;22(3):394-412. doi: 10.1002/wps.21120, 2.Davis, L.L., et al. "The Economic Burden of Posttraumatic Stress Disorder in the United States From a Societal Perspective." 
Journal of Clinical Psychiatry, published online April 25, 2022. 3. "Projecting the Economic and Mortality Burden of Depression in the United States: A 10-Year Analysis Using National Health Data," International Journal 
of Population Data Science (2025), 4. Company’s estimates derived from various sources.



Psilocybin
Optimi's proprietary natural psilocybin extract 
capsule is already reaching patients in Australia

W H A T I S P S I L O C Y B I N ?

§ Naturally occurring psychedelic compound found in certain fungi, known for 
inducing neuroplasticity and resetting dysfunctional brain activity

§ Clinically studied for treatment-resistant depression, major depressive disorder 
(MDD) and other mental health conditions

§ Recognized by regulators as having therapeutic potential; programs expanding in
Australia and Canada

O P T I M I ' S P S I L O C Y B I N

§ Standardized for consistent dosing meeting pharmaceutical drug standards in 
current jurisdictions

§ Australian clinics began prescribing Optimi's psilocybin in September 2025

§ Plans to initiate a Health Canada-authorized Phase 2 clinical trial evaluating 
natural psilocybin-assisted therapy for the treatment of MDD

M O L E C U L E

C₁₂H₁₇N₂O₄P

4-phosphoryloxy-N,N-dimethyltryptamine (4-PO-DMT)

P S I L O C Y B I N  C A P S U L E S  &  D I S T R I B U T I O N
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MDMA
Global MDMA access is accelerating
Optimi is actively supplying patients in Australia and 
Canada, with hundreds treated to date

W H A T I S M D M A ?

O P T I M I ' S M D M A

M O L E C U L E

C₁₁H₁₅NO₂

3,4-methylenedioxy-methamphetamine

M D M A  C A P S U L E S  &  D I S T R I B U T I O N
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§ Formulated in two dosage formats for regulated medical programs and clinical trials 
worldwide

§ Australian clinics have been prescribing Optimi's MDMA since October 2024

§ Plans to initiate a Health Canada-authorized Phase 3 clinical trial evaluating MDMA-
assisted therapy for the treatment of PTSD

§ Psychoactive compound that enhances emotional processing, reduces fear 
responses, and strengthens therapeutic connection

§ Recognized by the FDA as a Breakthrough Therapy for PTSD



Pipeline: clinical path to registration

Program Indication Phase 1 Phase 2 Phase 3 Overview

Natural Psilocybin MDD

Phase 2 Clinical Trial
Single supervised session combining natural psilocybin and psychotherapy
Participants: Up to 200
Sites: Multiple sites in Canada
Primary efficacy endpoint: Change from baseline in Montgomery-Åsberg
Depression Rating Scale (MADRS) total score
Timing: Enrollment to begin in 1H27, dosing completed by CYE27

MDMA PTSD

Phase 3 Clinical Trial
Two supervised sessions combining MDMA and psychotherapy
Participants: Up to 100 with focus on veterans and frontline workers
Sites: Multiple sites in Canada
Primary efficacy endpoint: Change from baseline in Clinician-Administered 
PTSD Scale (CAPS-5)
Timing: Enrollment to begin in 2027

R E G U L A T O R Y  P A T H

8

Two Health Canada-authorized trials to begin enrollment in 2027



Vertically integrated cGMP manufacturing

Cultivation & sourcing

Sterile cultivation of 
Psilocybe species; 
synthetic MDMA HCl API 
sourced under cGMP

›

Extraction & API

Natural psilocybin 
extraction with 
documented chain of 
custody

›

Formulation

Dose-titrated 
encapsulation at specified 
strengths (1–60 mg)

›

QC & release

HPLC-MS verification, USP 
impurity panels, Qualified 
Person lot release

›

Export & dispensing

International narcotic 
permits; direct to licensed 
importers and authorized 
clinics

Drug Establishment Licence
Health Canada (2024): manufacture and commercial sale of MDMA and 
psilocybin capsules

FDA Establishment Identifier
Obtained in 2025 to support future US regulatory engagement

Barriers to Entry
Regulatory compliance | Manufacturing know-how | Multi-year product stability

H O W  W E  M A K E  I T
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An established commercial process
As with ketamine and cannabis, the global MDMA &  psilocybin markets may emerge through 
rescheduling and driven by cost-efficient medicine, cGMP manufacturing, and scalable 
direct-to-clinic distribution, subject to applicable regulatory requirements and market conditions

A U S T R A L I AN P L A Y B O O K

2Q 2023 TGA formally reschedules MDMA & psilocybin; Authorised Prescribers Scheme launches

1Q 2024 First patients treated in Australia

3Q 2024 Optimi MDMA sales begin to Australian clinics

3Q 2025 Optimi psilocybin sales begin to Australian clinics

4Q 2025 Dept. of Veterans' Affairs approves funding for MDMA and psilocybin with psychotherapy

1Q 2026 Continued commercialization and clinic sales

U S P L A Y B O O K

The US rescheduling journey could follow Australia's, with 
Optimi's strategy combining its proven playbook and 
learnings from J&J's Spravato ketamine commercialization 
or cannabis rescheduling in the US.

K E T A M I N E C A S E S T U D Y1

In the US, J&J's Spravato has scaled rapidly — 
7,000+ certified clinics and annualized sales 
exceeding $2B, growing 40% 2Q26 YoY. 

Generic ketamine remains widely used in parallel — 
a dual-track market where branded and non-branded 
products both achieve adoption.

D I R E C T - T O - C L I N I C  M O D E L
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1 Johnson & Johnson 2Q26 Earnings Release, https://www.bloomberg.com/features/2026-jjs-spravato-psychedelic-blockbuster-drug/ 

https://www.investor.jnj.com/investor-news/news-details/2026/Johnson--Johnson-reports-Q2-2026-results-raises-2026-outlook/default.aspx
https://www.investor.jnj.com/investor-news/news-details/2026/Johnson--Johnson-reports-Q2-2026-results-raises-2026-outlook/default.aspx
https://www.investor.jnj.com/investor-news/news-details/2026/Johnson--Johnson-reports-Q2-2026-results-raises-2026-outlook/default.aspx


Optimi in Australia
Nearly 5,000 doses shipped as of 1Q 2026
Repeat orders scaling with distribution partners in Australia
Capacity to manufacture millions of doses for export

DVA
A U S T R A L I A N D E P T . O F V E T E R A N S ' A F F A I R S N O W R E I M B U R S I N G V E T E R A N S1

Psychedelic Assisted Psychotherapy (PAP) using MDMA or psilocybin for eligible DVA clients.

01
Optimi exports from 
Canada to Australia
Finished drug products shipped from Health 
Canada-licensed cGMP facility.

→

02
Local pharmacy 
delivers medicine to 
the clinic
In-country logistics partners handle last-mile 
delivery to qualified clinics.

→

03
Patient receives 
treatment at the clinic
Authorised prescribers administer MDMA or 
psilocybin-assisted therapy.

→

04
Payors reimburses 
the clinic for drug &  
therapy
DVA and other programs close the loop; patient-
reported outcomes feed back in.

↺

P R O O F  O F  M O D E L
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1. https://www.dva.gov.au/providers/provider-news/dva-can-now-fund-psychedelic-assisted-psychotherapy-for-eligible-dva-clients
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Global rescheduling is underway
Rescheduling is a government classification that determines 
whether a drug has accepted medical use(s)

B E F O R E R E S C H E D U L I N G · S C H E D U L E I

Restricted

§ No accepted medical use
§ Illegal outside tightly controlled clinical trials 

§ No prescription access for physicians

§ No reimbursement from insurers

§ No pharmacy or hospital distribution

A F T E R R E S C H E D U L I N G1 · S C H E D U L E I I / I I I

Unlocked

§ Accepted medical use recognized by government
§ Covered by insurers 

§ Incorporated into standardized treatment guidelines, driving velocity 

§ Distributed via pharmacies, hospitals, and clinics

§ Unlocks broad access across multiple indications

W H A T  D O E S  R E S C H E D U L I N G  M E A N ?

Optimi is well-positioned to supply jurisdictions that open a regulated framework.

12
1. Subject to applicable regulatory requirements and market conditions



"Today's order will ensure 
that people suffering from 
debilitating symptoms 
might finally have a chance 
to reclaim their lives and 
lead a happier life"

U Donald J. Trump
P R E S I D E N T  O F  T H E  U N I T E D  S T A T E S

13

P O S I T I V E  U S  S I G N A L S

President Donald J. Trump statement on April 18, 2026, while signing an 
executive order to fast-track research, testing, and regulatory reviews 
for psychedelic treatments

US



An inflection year for regulated psychedelics

Jan 1
Czech Republic 

formally reschedules 
psilocybin for medical 

use

Feb
HHS signals rule-making 

for therapeutic 
psychedelic access

Apr 18
US Executive Order: 

priority vouchers, Right to 
Try, ARPA-H $50M match, 
rescheduling on approval

Apr 24
Compass Pathways 
granted rolling NDA 

review + Commissioner’s 
National Priority Voucher

Jun 16
Bill C-286 ("Thomas’ Bill") 

introduced — regulated 
medical psilocybin 

pathway for Canada

Dec
New Mexico targets 

accelerated launch of 
physician-supervised 

psilocybin program

Policy, capital and late-stage clinical data converge in 2026. 
Optimi entered the year licensed, manufacturing, and selling psychedelic drugs.

Sep 14
US FDA public hearing on 

the potential future 
therapeutic use of 
psychedelic drugs

July
US FDA provided final 

guidance for the 
development of psychedelic 

drugs for the treatment of 
medical conditions

I N D U S T R Y  D E V E L O P M E N T S

2026

14



Global regulated access is compounding
Jurisdiction Framework Status Optimi position

Australia TGA Authorised Prescriber Scheme (2023) Active (commercial) Supplying both MDMA & psilocybin since 2024/25

Canada Special Access Program · s.56 · trials Active (limited) Domestic cGMP supplier; supports Bill C-286

Switzerland Compassionate-use prescribing Active (limited) Monitoring / evaluating supply

United Kingdom Clinical trials (MHRA) Clinical First psilocybin export completed June 2026 for a Phase 
2 trial

United States FDA track · EO / Right to Try · state programs Emerging FDA FEI (2025); ibogaine initiative; monitoring 
rescheduling

Germany First EU compassionate-use program (TRD) Emerging Evaluating national-level EU pathways

Czech Republic National rescheduling (January 2026) Emerging Monitoring

New Zealand Prescriber approvals began 2024 Emerging Monitoring — tracking Australia’s rollout

Each jurisdiction has its own importer rules and clinical requirements — a compliance surface that favors the incumbent licensed exporter.

W H A T ’ S  N E X T
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Company Stage of Lead Program Molecule Indication
§ Commercial in Australia

§ Phase 2 in Canada (initiating 1H27)
§ Phase 3 in Canada (initiating in 2027)

§ Natural psilocybin 
§ MDMA

§ Natural psilocybin 
§ MDMA

§ Treatment-resistant depression
§ PTSD

§ MDD
§ PTSD

 § Phase 3 complete (4Q26 anticipated 
completion of rolling NDA 
submission)

§ COMP360 (synthetic psilocybin) § Treatment-resistant depression

 § Phase 3 (initiated 2Q26) § BPL-003 (intranasal mebufotenin 
benzoate)

§ Treatment-resistant depression

 § Phase 3 (dosing underway) § HLP003 (deuterated psilocin analog) § Major MDD, adjunctive

§ Phase 3 readout (June 2026) § DT120 (lysergide (LSD) D-tartrate) § MDD

C O M P E T I T I V E  L A N D S C A P E
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Optimi
Commercial-stage psychedelics company, with two drugs in market and the license to manufacture 
botanical and generic versions.  

Source: Compiled from relevant public company information disclosures and SEC filings as of August 2026.



Ability to thrive in various scenarios 

1 FDA approves a psilocybin drug (2026–27 window)

§ Approval triggers DEA rescheduling under the EO
§ U.S. clinic infrastructure builds out
§ Demand for GMP supply
§ Preference for the naturally derived psilocybin
§ Optimi: licensed exporter with FEI in hand

2 FDA approvals slip

§ Current model business continues
§ Australia expands, Canada’s SAP growth continues, Switzerland 

and other countries further advance
§ US state programs launch (New Mexico, Dec 2026)

3 Executive Order implementation accelerates

§ Right-to-Try access for investigational psychedelics
§ Ibogaine named explicitly creating near-term U.S. demand outside 

the NDA track
§ Optimi secured ibogaine APIs and began finished-dose 

development in June 2026

4 Canada passes C-286 (or successor)

§ Prescription pathway with priority review
§ Optimi as the domestic, DEL-licensed GMP manufacturer already 

supplying Canadian access programs

Multi-product, multi-jurisdiction, revenue-generating business model

17

S T R A T E G I C  P O S I T I O N



Accomplishments & catalysts

D E L I V E R E D  I N  2 0 2 6  T O  D A T E

§ First 2026 production of MDMA & psilocybin; Australian import 
permits

§ MDMA + psilocybin exports; first MDMA-assisted treatments 
across expanded clinic network; early clinical rollout of 
psilocybin beyond trials

§ Ibogaine initiative launched on the back of the US Executive 
Order

§ Nasdaq uplisting + oversubscribed $15M offering

§ Expanded Australian prescriber framework

§ Standardized 1 mg / 2 mg microdose launch

§ First UK psilocybin export (Phase 2)

§ Ibogaine supply secured

§ Bill C-286 support

C A T A L Y S T S  A H E A D

§ Continue Australian expansion under the broadened prescriber 
framework

§ Begin enrollment in Phase 2 clinical trial evaluating psilocybin-
assisted therapy for MDD in 1H27

§ Begin enrollment in Phase 3 clinical trial evaluating MDMA-
assisted therapy for PTSD in 2027

§ Ibogaine finished-dose development milestones

§ Compass psilocybin NDA filing & decision — rolling review + 
priority voucher compress the timeline; approval would trigger 
DEA rescheduling review

§ Executive Order implementation: Right-to-Try access rules and 
ARPA-H funding deployment (ibogaine)

§ New Mexico physician-supervised program launch targeted for 
Dec. 2026

§ Bill C-286 progress toward a Canadian prescription pathway

M O M E N T U M
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Executive management
Executives, directors, and strategic advisors who built and scaled 
global consumer and pharmaceutical brands

Dane Stevens
Chief Executive Officer, 

& Director

Bryan Safarik
Chief Operating Officer,

& Director

JJ Wilson
Chairman

Strategic Advisors

Chip Wilson
Founder of Lululemon Athletica (NASDAQ: 
LULU); largest individual shareholder of Amer 
Sports (NYSE: AS).

Harley Pasternak
Celebrity fitness trainer, NYT best-selling 
author, and nutritionist with a Master’s in 
Exercise Physiology from the University 
of Toronto.

NASDAQ: LULU  |  NYSE: AS

Jacob Safarik
Interim Chief Financial Officer,

& Director

Dr. Preston Chase
Chief Scientific 

Officer

Robert Martin
Chief Strategy Officer

19

E X P E R I E N C E D  T E A M

Dr. Michael Blough
Chief Clinical 

Development Officer



Financial Highlights & Ownership
Capital efficient model

C A P I T A L  E F F I C I E N C Y

20

$9 .2M
Cash balance 
June 30, 2026

~$30M
Capital raised to date 
since founding

~17%
Directors and 
Executive Officers 
beneficial ownership

S U P P L Y I N G  C L I N I C S  I N  A U S T R A L I A

26

J u n e  
2 0 2 6 A

Target:
100

E a r l y  2 0 2 7
E s t i m a t e



Why Optimi
The trusted manufacturer for emerging psychedelic-based mental  health treatments

Commercial  today
§ Revenue since 2Q 2024

§ ~5,000 doses shipped globally

§ UK clinical supply added in 2Q 2026

Business moat
§ Health Canada DEL + cGMP + export permits

§ FDA FEI in hand

§ Multiple year stability studies completed

§ Manufacturing know-how

Natural  differentiation
§ Naturally extracted psilocybin

§ Pharmaceutical grade at 6% extract purity

Path to registration
§ Health Canada-authorized clinical trials

§ Phase 2: Natural psilocybin

§ Phase 3: MDMA

Policy tailwinds
§ 2026 U.S. Executive Order

§ Near-term first FDA decision on Psilocybin & MDMA

§ U.S. state launches

§ Canadian Bill C-286

Optionality setup
§ Catalysts are policy- and third-party-funded

§ Ability to succeed in different regulatory 
scenarios

§ Multi-product, multi-jurisdiction, revenue-
generating business model

I N V E S T M E N T  S U M M A R Y
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Optimi Health
NASDAQ: OPTH

T H A N K Y O U

The direct-to-clinic 
psychedelic drug 
manufacturer
I N V E S T O R R E L A T I O N S

CORE IR
ir@optimi.net

optimihealth.net
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