
ASX Announcement 

Neurotech International Ltd 

Suite 5 CPC, 145 Stirling Highway 

Nedlands, Western Australia 6009 

T: +61 (8) 9389 3130 

E: info@neurotechinternational.com 

W: neurotechinternational.com 

ABN: 73 610 205 402 

ASX: NTI 
1 of 1 

 

19 October 2022 

Neurotech to Present at Upcoming South-West 

Connect ASX Showcase 
 

Neurotech International Limited (ASX: NTI) (“Neurotech” or “the Company”), a clinical-stage 

biopharmaceutical development company focused predominately on paediatric neurological 

disorders, today announces an upcoming presentation by Executive Director Dr Thomas Duthy at the 

South-West Connect ASX Showcase to be held on 19-21 October 2022 in Busselton, WA.  

 

The Canaccord Genuity South-West Connect ASX Showcase is designed to bring some of the ASX’s 

most exciting companies to one of Western Australia’s iconic and popular regions. 

 

A copy of the presentation is attached.   

 

Authority  

This announcement has been authorised for release by the Board of Neurotech International Limited.  

 

Investors: 

Dr Thomas Duthy 

Executive Director 

td@neurotechinternational.com  

+61 (0)402 493 727  

 

 

 

About Neurotech 

Neurotech International Limited (ASX:NTI) is a clinical-stage biopharmaceutical development 

company focused predominately on paediatric neurological disorders. Neurotech is currently 

conducting a world-first clinical trial to assess the potential application of NTI164 for the treatment of 

Autism Spectrum Disorder (ASD). Results of the Phase I/II clinical trial indicated that 93% of participants 

had notable improvements relating to the severity of illness with no serious side effects. The next step 

will be initiation of a Phase II/III clinical trial to further assess the long-term safety and efficacy of NTI164, 

with the potential to lead to drug registration. Neurotech is also commercialising Mente, the world’s 

first home therapy that is clinically proven to increase engagement and improve relaxation in autistic 

children with elevated Delta band brain activity. 

For more information about Neurotech please visit http://www.neurotechinternational.com. 
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Disclaimer

Purpose of presentation: This presentation (including this document, any related video or oral 

presentation, any question and answer session and any written or oral material discussed or distributed
in relation to this presentation) has been prepared by Neurotech International Limited (ACN 610 205 402) 

(Neurotech or Company). It has been prepared for the sole purpose of providing general information on 

Neurotech and its business.

Not an offer or solicitation: This presentation is not investment advice nor an offer to subscribe for 
securities or otherwise invest in Neurotech, and it should not be relied upon to make any investment 

decision. Further, it does not constitute an offer to sell, or the solicitation of an offer to buy, nor shall there

be any sale of securities pursuant to this presentation in any state or other jurisdiction in which such offer, 
solicitation or sale would be unlawful under applicable law, including the Securities Act of 1933 (USA), as 

amended (US Securities Act). Securities have not been registered under the US Securities Act or any US 

state securities laws and may not be offered or sold in the United States absent registration or an applicable 
exemption from registration under the US Securities Act and applicable state securities laws.

Not a prospectus: This presentation is not a prospectus, product disclosure statement or other investment 

disclosure document, and the level of disclosure in this presentation is less than such disclosure documents. 

It has not been lodged with any regulatory or supervisory body. This presentation does not purport to
contain all of the information that a prospective investor may require to make an evaluation of Neurotech or 

its business activities and nothing in this presentation is, or is intended to be, a recommendation to invest in 

Neurotech. Neurotech does not purport to give financial or investment advice. Account has not been taken 
of the objectives, financial situation or needs of any recipient of this presentation.

Forward-looking statements: This presentation contains forward-looking statements which may be 

predictive in nature and incorporate an element of uncertainty or risk, such as ‘intends’, ‘may’, ‘could’, 

‘believes’, ‘estimates’, ‘targets’ or ‘expects’. These statements are based on an evaluation of current 
economic and operating conditions, as well as assumptions regarding future events.

These events are, as at the date of this presentation, expected to take place, but there cannot be any 

guarantee that such will occur as anticipated, or at all, given that many of the events are outside Neurotech’s 
control. The stated events may differ materially from results ultimately achieved. Accordingly, neither 

Neurotech nor any of its directors, employees, contractors or advisors make any warranty or assurance that 

the results, performance or achievements expressed or implied by the forward-looking statements contained 
in this presentation will actually occur. Further, other than as required by law, Neurotech may not update
or revise any forward-looking statement if events subsequently occur or information subsequently becomes
available that affects the original forward-looking statement.

Disclaimer: Neither Neurotech nor its officers, employees, contractors or advisers make any warranty 

(express or implied) as to the accuracy, reliability, relevance or completeness of the material contained in this 

presentation. Nothing contained in this presentation is, or may be relied upon as a promise, representation
or warranty, whether as to the past or the future. Neurotech excludes all warranties that can be excluded by 

law. Except for statutory liability which cannot be excluded, Neurotech, its officers, employees, contractors 

and advisers expressly disclaim any responsibility for the accuracy or completeness of the material contained 
in this presentation and exclude all liability whatsoever (including in negligence) for any loss or damage

which may be suffered by any person as a consequence of any information in this presentation or any error

or omission therefrom.

Professional advice: Recipients of this presentation should consider seeking appropriate professional
financial, taxation and legal advice in reviewing the presentation and all other information with respect to

Neurotech and evaluating its business, financial performance and operations.

Proprietary information and copyright: This presentation and the information it contains is proprietary to 

Neurotech. Neurotech holds the copyright in this presentation. Except as permitted under the Copyright Act 
1968 (Australia), this paper or any part thereof may not be reproduced without its written permission.

IMPORTANT INFORMATION
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NTI164 exclusive worldwide 

licence for neurological 

disorders

PCT patent 
applications lodged

Extensive pre-clinical

studies completed

(NTI164)

World first Phase I/II trial 

in ASD completed
Mente device & 

therapy for ASD

Neurotech is a clinical-stage 

biopharmaceutical development 

company focused predominately on 

paediatric neurological disorders
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Novel oral 

biopharmaceutical 

cannabinoid platform 

(NTI164)



Corporate / Capital Summary 

$0.105
Share price
(as at 12 October 2022)

716.7M
Share on issue

$75.1M
Market 

capitalisation

124.1M^
Options/rights

~$1.9M
Cash at bank*
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*as at 30 June 2022

^Options are comprised at various strike prices between $0.005 to $0.16 as at 13 October 2022

In addition to the above issued capital the Company has agreed to issue 35 million adviser options, 30 million director options and 33 million licensor shares, subject to shareholder approval

~$2.6M
R&D Investment 

in FY22

57%
Top 20 Holders

~1,600
No. of shareholders



Neurotech Four Core Strategies
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Focus on Partnering with 

Key Opinion Leaders / 

Clinicians 

Focus on Paediatric 

Patients

Focus On Drug Product 

Development

Focus On Rare 

Neurological Disorders 

with Neuroinflammation



Strategic Focus Offers Significant Value Upside
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Focus on Paediatric Patients

Focus On Rare Neurological 

Disorders with 

Neuroinflammation

Focus on Partnering with Key 

Opinion Leaders / Clinicians 

Focus on Drug Product 

Development

• Often overlooked by big pharma

• Can be unencumbered drug therapy markets (no standard of care, no approved treatments)

• Lack of clinical trials that may compete for patients

• Ability to leverage significant regulatory levers at FDA & EMA: orphan designation, breakthrough status, fast-track, priority review

• Literature well-established for cannabinoids / extracts on inflammatory processes

• NTI164 shown strong pre-clinical effects on inflammation, neuro-protection, neuro-modulation and neuro-regulation

• NTI164 shown efficacy in serious neuroinflammatory developmental disorder: Autism Spectrum Disorder

• Often chronic disorders requiring continued therapeutic intervention (higher lifetime patient value)

• Regulated Drug Product via FDA, TGA, EMA (barrier to entry)

• Manufacture under Good Manufacturing Practice (GMP) & robust CMC (Chemistry, Manufacture, Controls)(barrier to entry)

• Premium Drug Pricing 

• Reimbursement for “on-label” prescribing

• Paediatric Neurology focus with supportive Human Research Ethics Committees (HRECs)

• Availability of patients / caregivers for clinical trials

• Decades of experience in paediatric clinical trials – sound trial design frameworks and outcomes

• Paediatric neurological disorders tend to have strong clinical networks / advocacy groups  



Rapid Progress from Lab to Clinic Drives Strategy
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Extraction of Drug Product 

(NTI164) & Pre-Clinical Data

Manufacture Scale-Up & 

Analytical Methods Established

Phase I/II Clinical Trial (Safety) 

+ Efficacy Shown in Autism 

Spectrum Disorder (ASD) 

Children
Patent Applications (Novel 

Composition & Methods)

Beach Head ASD Results Drives 

New Clinical Trials in Pediatric 

Neurological Disorders  

• Reduction in brain cell inflammation (up to 

60%)

• Increase in overall brain cell health and 

viability 

(in the absence of toxic insult up to 80%)

• Increase in mitochondrial viability and output 

(in the presence of toxic insult up to 60%)

• Significant suppression of neuro-markers 

linked to MS (GM-CSF < 40% and TNF-alpha < 

30%)

• Multi-functional Mode of Action | neuro-

protection, neuro-modulation and neuro-

regulation

2020

2021

2022

Phase I/II

PANDAS/PANS1

1. Paediatric Autoimmune Neuropsychiatric Disorders Associated with Streptococcal Infections (PANDAS) and Paediatric Acute-Onset Neuropsychiatric Syndrome (PANS)

Phase I/II

Cerebral Palsy

Phase II/III 

ASD

2023



Phase I/II Clinical Results: 

Autism Spectrum Disorder (ASD)
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“The goals of treatment for ASD are to improve core deficits in social communication 
and social interactions and minimize the impact of restricted behaviours, with an 
overarching goal to help children develop greater functional skills and independence.” 1

1.   Weitlauf AS, McPheeters ML, Peters B, et al. Therapies for Children With Autism Spectrum Disorder: Behavioural Interventions Update. Rockville (MD): Agency for Healthcare Research and Quality (US); 2014 Aug. (Comparative Effectiveness Review, No. 137.) Introduction.



PREVALENCE OF ASD

~1 in 44 children 

in the US1

Current TreatmentMarket

ASD is a serious 

neuro inflammatory

developmental disorder 

that impairs the ability to 

communicate & interact
Common symptoms; behavioural

issues, agitation, repetitive movements, 

inability to focus & compulsive

neurological patterns

Clinical Trial

Huge unmet medical

need - patients need

better treatment

Current drugs have numerous side

effects; weight gain, breast tissue

development, nausea, dry mouth, 

anxiety, irritability, insomnia, stomach 

pain & movement disorders

RISPERIDONE
Approved 2006       

(irritability label claim)

1. www.cdc.gov/ncbddd/autism/addm.html 

2. https://www.fortunebusinessinsights.com/industry-reports/autism-spectrum-disorder-therapeutics-market-101207-CAGR-of-7-4.html

Autism Spectrum Disorder (ASD)
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2

TREATMENT 

MARKET SIZE

US$1.85b

Strong Scientific Rationale

• Anti-inflammatory effects + safety

• Clinician support

• High Patient/Caregiver interest

• Risperidone not a clinical standard

Initial Focus of NTI164 – A full spectrum, oral 

cannabinoid biopharmaceutical product



NTI164 ASD Phase I/II - Trial Design

The Program

First in human Phase I/II ASD paediatric study (S8)

Commenced in May 2021 at Monash Children’s Hospital led by A/Prof. Michael Fahey

Open label – single group

14 patients from 8 to 17yo, Level II and III Autism Spectrum Disorder

Dose regime assessments 
5mg/kg, 10mg/kg, 15mg/kg and 20mg/kg

2,250 Assessment points

Parameters Anxiety, Participation, Irritability, Hyperactivity, Mood and Self-stimulation 

10

Data Released 

8 July 2022



NTI164 ASD Phase I/II – Safety/Efficacy (28 Day Recap)

NTI164 was Safe 

No serious adverse events recorded
Across all doses 

11

All participants requested to continue for at least 

54 weeks – progressive data collected including 

at 20 weeks (data early Q4 CY22)

NTI164 Reduced ‘Severity of Illness’ score by 0.8 (18%) 

CGI - Global Improvement 

64% of patients "much improved”

29% of patients "minimally improved

7% of patients "no change"

Average rating for the severity of illness at baseline: 4.4

Average rating for the severity of illness at 28 Days of 

treatment with NTI164 was 3.6

p= 0.027

More Severe Less Severe 

1 = normal (not at all)

2 = Borderline mentally ill

3 = Mildly ill

4 = Moderately ill

5 = Markedly ill

6 = Severely ill

7 = Among the most extremely ill

93% of patients showed improvement

Note: Baseline and 28 day data reported above (ASX Announcement  8 July 2022) represents 14 patients having completed daily treatment with NTI164 to 28 days per study protocol
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Pipeline (Pro-Forma 1 Jan 2023) 
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Pre-Clinical

NTI164
Combination Therapies

Prednisone, Diclofenac, Other

Phase I/II Phase II/III

NTI164

Cerebral Palsy

NTI164
PANDAS / PANS

NTI164

ASD

Other Licensed 

Strains

NTI164

ASD 
(54 week open label extension)

Rapid Pipeline Progression

Pipeline (2020/1)

NTI164
Neuronal Cell Assays

Other Licensed Strains

NTI164
Combination Therapies

Prednisone, Diclofenac, Other

Breadth

D
e

p
th



Q4 CY2022

Key 12 Month Milestones – NTI164

1H CY2023
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2H CY2023

• Results of ASD 20 week Phase I/II Clinical Trial

• Human Research Ethics Committee (HREC) 

Clearance ASD Phase II/III

• HREC/TGA Approval PANDAS/PANS Phase I/II 

Clinical Trial

• Completion of FDA Pre-IND Package

• Commencement of Patient Recruitment ASD 

Phase II/III Clinical Trial

• HREC Submission Cerebral Palsy Phase I/II 

Clinical Trial

• Commencement of Patient Recruitment 

PANDAS/PANS Phase I/II Clinical Trial 

• HREC/TGA Approval Cerebral Palsy Phase I/II 

Clinical Trial

• Commencement of Patient Recruitment 

Cerebral Palsy Phase I/II Clinical Trial

• Completion of Patient Recruitment PANDAS/ 

PANS Phase I/II Clinical Trial

• FDA Pre-IND Meeting

• Additional paediatric neurological disorder 

clinical trial launch

• Results of PANDAS/PANS Phase I/II Clinical Trial

• Completion of Patient Recruitment Cerebral 

Palsy Phase I/II Clinical Trial

• Completion of Patient Recruitment ASD Phase 

II/III Clinical Trial

• US FDA IND submission

• Results of Cerebral Palsy Phase I/II Clinical Trial



Summary of Strategy
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Phase I/II

PANDAS/PANS

Phase I/II

Cerebral Palsy

Phase II/III 

ASD

Group Strategy
Implementation 

to Development

Potential

Regulatory Levers Commercialisation Examples*

* For illustrative purposes only highlighting transactions in the rare paediatric neurological disorder field

Pre-IND Feedback

IND

Orphan Drug Designation

Priority Review

Breakthrough Therapy

Fast-Track

Rare Pediatric Priority Voucher 

Scientific Advice 

Protocol Assistance

Orphan Drug Designation

Accelerated Assessment

Current

Potential 

ADHD

Rett Syndrome

Fragile-X

Dravet

Lennox-Gastaut

Neuroinflammation 

Dravet

Lennox-Gastaut

US$7.2 Billion 

acquisition of GW1

2021 Epidiolex® Sales: 

US$464 Million1

20212018/92016

Phase III Trials

FDA approval

EMA approval

FDA,EMA Orphan 

Designations, Fast-

Track Status

202220182016

US$455 Million 

Licence for 

Trofinetide in Rett2

NDA filed with FDA for Rett

Multiple FDA,EMA Orphan Designations, Fast-

Track Status in Rett, Fragile-X, Angelman, 

Phelan-McDermid, Pitt Hopkins, Prader-Will

NEU Market 

Cap: $900M

Pipeline focus on rare 

neurodevelopmental 

disorders

ASX:NEU Market Cap: 

$200M

1. Jazz Pharmaceuticals 2. Neuren Pharmaceuticals 



Outlook
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• Focus on rare paediatric neurological disorders

• Initial safety & efficacy of NTI164 now established in a 

predominant paediatric neurological disorder with strong 

neuroinflammatory effects (ASD) – 20 week data imminent

• Accelerated clinical development via rapid & cost-effective proof 

of concept Phase I/II clinical trials in Australia for new paediatric 

neurological disorders (PANDAS/PANS & CP)

• Strong clinician engagement

• Access to numerous regulatory levers from the FDA and EMA



Contact Details

Dr Tom Duthy

Executive Director

td@neurotechinternational.com 

+61 402 493 727

www.neurotechinternational.com

www.mentetech.com Neurotech International Limited (ASX: NTI) 
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*This presentation has been authorised by the Board of Neurotech International Limited
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