ZELIRA THERAPEUTICS
Zelira secures US $8.6M
cornerstone funding for
HOPE® 1 US FDA clinical trials
for Autism Spectrum Disorder (ASD) - . .-

Investor Briefing February 2023
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Disclaimer

This presentation has been prepared by Zelira
Therapeutics Ltd ACN 103 782 378 (“Company”). It
does not purport to contain all the information that a
prospective investor may require in connection with
any potential investment in the Company. You should
not treat the contents of this presentation, or any
information provided in connection with it, as financial
advice, financial product advice or advice relating to
legal, taxation or investment matters.

No representation or warranty (whether express or
implied) is made by the Company or any of its officers,
advisers, agents or employees as to the accuracy,
completeness or reasonableness of the information,
statements, opinions or matters (express or implied)
arising out of, contained in or derived from this
presentation or provided in connection with it, or

any omission from this presentation, nor as to the
availability of any estimates, forecasts or projections
set out in this presentation.

This presentation is provided expressly on the basis
that you will carry out your own independent inquiries
into the matters contained in the presentation and
make your own independent decisions about the

affairs, financial position or prospects of the Company.
The Company reserves the right to update, amend or
supplement the information in its absolute discretion
(without incurring any obligation to do so).

Neither the Company, nor its related bodies corporate,
officers, their advisers, agents and employees accept
any responsibility or liability to you or to any other
person or entity arising out of this presentation
including pursuant to the general law (whether for
negligence, under statute or otherwise), or under the
Australian Securities and Investments Commission
Act 2001, Corporations Act 2001, Competition and
Consumer Act 2010 or any corresponding provision
of any Australian state or territory legislation (or the
law of any similar legislation in any other jurisdiction),
or similar provision under any applicable law. Any such
responsibility or liability is,to the maximum extent
permitted by law, expressly disclaimed and excluded.

Nothing in this material should be construed as either
an offer to sell or a solicitation of an offer to buy or sell
securities. It does not include all available information
and should not be used in isolation as a basis to invest
in the Company.

Future Matters

This presentation contains reference to certain intentions,
expectations, future plans, strategy and prospects of the
Company.

Those intentions, expectations, future plans, strategy

and prospects may or may not be achieved. They are
based on certain assumptions, which may not be met or
on which views may differ and may be affected by known
and unknown risks. The performance and operations of
the Company may be influenced by a number of factors,
many of which are outside the control of the Company. No
representation or warranty, express or implied, is made by
the Company, or any of its directors, officers, employees,
advisers or agents that any intentions, expectations or
plans will be achieved either totally or partially or that any
particular rate of return will be achieved.

Given the risks and uncertainties that may cause

the Company’s actual future results, performance or
achievements to be materially different from those
expected, planned or intended, recipients should not place
undue reliance on these intentions, expectations, future
plans, strategy and prospects. The Company does not
warrant or represent that the actual results, performance
or achievements will be as expected, planned or intended.
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ZELIRA'S UNIQUE RAPID COMMERCIALISATION
STRATEGY — KEY TO SUCCESS

Launch

Generate proprietary formulations
Launch products in global markets

Rapid path to revenues

Low Capex model

. Learn
@ Collect real-world patient data
%

‘ Refine product to meet patient needs
Real-time response to market

Develop

@ Patient data informs and de-risks
y design of clinical trial
43% costs reimbursable via Australian

R&D rebate program

Supports path to registration :
zelirar
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Background on Autism Spectrum Disorder (ASD)

Prevalence

About 1in 44 children have been identified with autism spectrum disorder (ASD) according to estimates from
CDC’s Autism and Developmental Disabilities Monitoring (ADDM) Network

The CDC estimates that 5,437,988 (2.21%) adults in the United States have ASD

This prevalence estimate rose 57% (95% Cl 27%-95%) from 2002 to 2006 - the increment in ASD cases has
arisen from increased awareness, education and environmental factors

Total Addressable Market (TAM)

« The Autism Spectrum Disorders (ASD) Market Is Projected To Reach US $4.53B By 2026 (PR Newswire, 2021)

Existing Therapies

Based on drug therapy, the global market is segmented into antipsychotic drugs, SSRIs/antidepressants,
stimulants, sleep medications, and others

Drugs such as Aripiprazole®, Risperidone®, and Melatonin® are FDA approved drugs that aid in the treatment
of ASD. Bumetanide® and Balovaptan® are drugs that are under clinical trial and investigation to evaluate their
safety and efficacy for the treatment of ASD. (Coherent Market Insights, 2021)

Opportunity

An increase in the prevalence of autism spectrum disorder (ASD) is positively impacting the growth of the
market globally, which has led to increasing demand for clinical research for effective treatments
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HOPE® - Real World Evidence

Autism patients report
improvement in symptoms

and quality of life with s
Zelira Therapeutics’ HOPE® ~, k

Video of Australian
patient and family M

taking HOPE® -, R

.............
.
o®

Launch

& Learn

-+ HOPE® Grows For Autism
video showing a before

and after experience on B
cannabinoid medication =, k
[ N N J

--t- Autism Spectrum Disorder patients

demonstrate improvements in
Clinical Global Impression (CGI) ‘7

whilst on HOPE® -, R

-+ A natural history study of
medical cannabis consumption
in paediatric autism in the M

United States =, R
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https://www.dropbox.com/scl/fi/muvmz4fybbjsjj1x4zwrj/Leo-before-and-after-cannabis.pptx?dl=0&rlkey=uugiuf9xy4bstimpe2ndwr8e4
https://www.dropbox.com/scl/fi/muvmz4fybbjsjj1x4zwrj/Leo-before-and-after-cannabis.pptx?dl=0&rlkey=uugiuf9xy4bstimpe2ndwr8e4
https://www.dropbox.com/scl/fi/muvmz4fybbjsjj1x4zwrj/Leo-before-and-after-cannabis.pptx?dl=0&rlkey=uugiuf9xy4bstimpe2ndwr8e4
https://www.dropbox.com/scl/fi/muvmz4fybbjsjj1x4zwrj/Leo-before-and-after-cannabis.pptx?dl=0&rlkey=uugiuf9xy4bstimpe2ndwr8e4
https://zeliratx.com/research/clinical-trials/
https://zeliratx.com/research/clinical-trials/
https://zeliratx.com/research/clinical-trials/
https://zeliratx.com/research/clinical-trials/
https://photos.app.goo.gl/rPmpMoApNjcD4ETRA
https://photos.app.goo.gl/rPmpMoApNjcD4ETRA
https://photos.app.goo.gl/rPmpMoApNjcD4ETRA
https://www.sciencedirect.com/science/article/pii/S1750946722000812?dgcid=author
https://www.sciencedirect.com/science/article/pii/S1750946722000812?dgcid=author
https://www.sciencedirect.com/science/article/pii/S1750946722000812?dgcid=author
https://www.sciencedirect.com/science/article/pii/S1750946722000812?dgcid=author
http://www.dropbox.com/scl/fi/muvmz4fybbjsjj1x4zwrj/Leo-before-and-after-cannabis.pptx?dl=0&rlkey=uugiuf9xy4bstimpe2ndwr8e4

http://www.zelirahope.com/wp-content/uploads/2020/08/2020-06-Autism-Patients-Report-Improvements-in-symptoms_SurveyWhitePaper.pdf 
https://zeliratx.com/wp-content/uploads/2022/04/ZEL040-White-Paper_Hope_FA.pdf
https://photos.app.goo.gl/rPmpMoApNjcD4ETRA
http://www.sciencedirect.com/science/article/pii/S1750946722000812?dgcid=author
https://zelirahope.com/wp-content/uploads/2020/08/2020-06-Autism-Patients-Report-Improvements-in-symptoms_SurveyWhitePaper.pdf
https://zelirahope.com/wp-content/uploads/2020/08/2020-06-Autism-Patients-Report-Improvements-in-symptoms_SurveyWhitePaper.pdf
https://zelirahope.com/wp-content/uploads/2020/08/2020-06-Autism-Patients-Report-Improvements-in-symptoms_SurveyWhitePaper.pdf
https://zelirahope.com/wp-content/uploads/2020/08/2020-06-Autism-Patients-Report-Improvements-in-symptoms_SurveyWhitePaper.pdf

Zelira sponsored - HOPE® 1 Longitudinal, Real-world
Data Study

Clinical Global Impression (CGl) Global Improvement and Efficacy scores
of Emerald HOPE® patients
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OBJECTIVE: Investigate the effect of HOPE® 1 on behavioural symptoms in people with ASD, ENDPOINTS: Improvement in CGl scores (Clinician and Caregiver), PATIENTS: N = 45
PATIENT AGE: Mean age of patients was 14.1 years of age; the youngest patient was 5.1 years
DURATION: Mean time on treatment was 4.8 months; maximum treatment time to-date was 8.9 months
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HOPE® 1 For US FDA Clinical Trials

Proprietary HOPE® 1 product
currently on the market as
a tincture, reformulated
into a free-flowing powder
and pharmaceutical grade
capsule using Zelira’s
proprietary, patent protected

Zyraydi™ technology

All sales in the US are
out of pocket payments
by parents that buy
HOPE® to administer
to their children with
ASD, on a consistent,
repeated, monthly

basis

Over 9 Million doses
of HOPE® dispensed
in Pennsylvania
over the past three
(3) years without
any negative

safety signal

HOPE® |launched in
Pennsylvania in 2020
and subsequently
in Washington
DC, Louisiana and
Australia under
the TGA Special
Access Program
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ZYRAYDI
Enhanced Distillate Capture and Dissolution Matrix (EDCDM)

DIFFICULTY WITH FORMULATION AND DEVELOPMENTS OF FREE FLOW
POWDER-BASED CAPSULES AND TABLETS DUE TO NON-UNIFORMITY

PROBLEM DISTILLATE _— AND SEPARATING FROM POWDER BED

Distillate into
capsules and
tablets, made easy

CANNABINOID

We have solved two key ZYRAYDI

issues holding back TeCHE PHARMACEUTICAL GRADE

wider acceptance of FREE-FLOWING POWDER BASE
FOR CAPSULES AND TABLES

CANNABINOID
SOLUTION SNNASINO! = ORI

DISTILLATE %% & G\®

cannabinoid medicinal

products - the difficulty

in formulating solid

oral dosage drugs with
distillate and the low rate
of dissolution in the body
from capsules and tablets.

+

CANNABINOID DISTILLATE ZYRAYDI™ ZYRAYDI™ CAPSULES
without ZYRAYDI™ technology ingredient matrix AND POWDER FORM TABLETS
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Pathway to US FDA NDA

1 2

TPP Pre-IND &

Solidify Target OoDD
Product Profile Application

Preparation and
submission of
Pre-IND & ODD
Application to FDA

3

IND Opening

Successful
opening of IND

4

Phase Il POC

Proof-of-Concept
Phase Il Trial
Commencement

> )

Type C
Meeting

FDA Type C
Meeting
post-Ph I POC

)

&

Phase |

Commencement
of subsequent
Phase | study

7

PK BA/BE

Demonstrating
Bioavailability &
Bioequivalence

8

Phase Il
Factorial &
Dose Ranging

9

Phase Il
Pivotal

10

Type C
Meeting
& eCTD
Submission
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Summary of Strategy and Timeline

plopk plopZ] plopls plopl:]
TPP 2 weeks
PRE-IND 16 weeks [ 4 Mos.
IND 16 weeks [ 4 Mos.
PHASE 2 POC 6 months
PK [ Dose Ranging 4 months
PHASE 2 FACTORIAL | 6 months
Phase Il Pivotal (12-18 months)
FDA, eCTD

Submission & NDA fetelinsntis)
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SPV StrUCtu re =2 Binding term sheet from Cantheon Capital

LLC (Cantheon) to provide an initial US $8.6M
cornerstone funding for Zelira to conduct FDA
Phase 2 and Phase 3 clinical trials for Zelira’s
proprietary and patented protected HOPE® 1
product (Term Sheet), via a special purpose
vehicle (SPV).

Zelira will contribute to the SPV its HOPE® 1
product, IP and real-world data for 55% equity
ownership of the SPV. Cash investors will
contribute up to a total of circa US $35M to
fund the SVP and US FDA trials for HOPE® 1

in exchange for a maximum cumulative equity

Cornerstone interest of 45% of the SVP.

HOPE® 1 assets investment of

I nicction of B o SPY as circa US $8.6M from =2 Zelira will manage the SVP as part of its

business platform.

circa US $25.9M well as its full data clinical trial funding
package and IP specialist

= Cantheon’s Term Sheet represents
approximately 25% of the total US S35M US
FDA trial cost to be raised for the SVP.

=» Cantheon’s Term Sheet, representing US
$8,639,400, is structured as a convertible note
that can be converted into a maximum

of 12.93% of the SPV’s common stock.
Cantheon’s investment values the HOPE® 1
SPV at US $66.5M ’
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Globally focused Contract Research Organization working

exclusively in the cannabinoid and psychedelic space.

Zelira HOPE® 1 SPV has appointed iNGENT CRO Pty Ltd (iNGENU) as its
Contract Research Organisation (CRO) to lead the clinical validation and
regulatory registration of the study product with the US FDA through the
submission of an Investigative New Drug (IND) application.

In addition, iINGENU will partner with the SPV to drive the
4 execution of required clinical trials and pivotal studies for
N approval and licenses required for commercialisation.

-~

"/ ‘ 5 iNGENU and its US based affiliate, Benuvia, hold Schedule 1
N : licenses and the DEA and FDA licenses required to conduct
the HOPE® 1 trials in Australia and the United States

s

N "\‘ \ b

¥ - ' iINGEN( and its US based affiliate, Benuvia, have
: _ = a US based manufacturing facility that is fully

(] ey /
& T e
s 7 -
12 NTIAL UNDER TERMS O -DISCLOSURE AGREEME]

licensed to provide both clinical trial material
and commercial material for HOPE® 1
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PRODUCT

DATE OF
LAUNCH

CURRENT
MARKETS
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Autism Insomnia Oral Care
HOPE® ZENIVOL® SprinJene
CBD
2020 2020 2021
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Via Business Development focused on licensing and distribution we are taking these assets to the world

Dermatology
RAF FIVE™

2021

Neuropathy
ITURA™

2021

Platform
Technology
ZYRADI"™ (EDCDM) &
Novel Encapsulation

Targeted Pain

2021 2022

IRB approved
observational clinical
study. Completion
expected 2023’

(I

4=
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Zelira Patent Portfolio

A significant distinction of the Zelira strategy (| 41
is our investment in patent protection |

Therapeutic Area
Cancer compositions
Skin compositions ! e
Sleep compositions

Cancer prognosis <% | g
Autism compositions
Pain compositions
PTSD/Anxiety composition . - X

Opioid sparing compositions

Encapsulation o 9

Therapeutic

1 03 areas / D> <

\

patents awaiting TZHE?AIPEJ:&

approval
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Zelira Therapeutics :

Phone +1-484-630-0650 Ze| irae
THERAPEUTICS

Email info@zeliratx.com
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