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Agenda

✓ Introduction 

✓ US Clinical Trial results – discussion by Professor Frederick Carrick

✓ Neurotech update – Wolfgang Storf

- Certifications – existing & FDA submission

- Improved Mente Autism device set for release

- Distribution network

- Marketing activities

- Achievements & milestones

✓ Q&A session
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US Clinical Trial results
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Professor Frederick Carrick – Senior Research Fellow BCMHR in association with University of Cambridge

The full results of a US clinical trial using Mente Autism has been published by medical journal Frontiers in 

Neurology. https://bit.ly/2KyZn0n

https://bit.ly/2KyZn0n


Cerebral Cortex: Its locations, functions & disorders

• Major cortical functions of the integrated sensory-motor system are spatial 
orientation & self motion perception
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• Depend on auditory, vestibular, visual & somatosensory input

• All four systems (auditory, vestibular, visual & somatosensory) provide us with 
redundant information about the position & motion of the body relative to the 
external space
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Cortical functions
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Mente Autism study
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• Significant statistical p values in active group qEEG only

• In the single case analysis it was shown that the pre & post of active subjects 
have resulted in normalised values
- Substantively significant
- High effect size
- Not statistically significant controls

• Beta 2/High Beta showed a statistically significant improvement between the 
two groups (Active vs Sham) in the direction of Beta2 reduction

• This is very much in line with some autism reviews
- U-shaped profile of abnormal power pattern in autism spectrum disorders 
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Overview on EEG data
Reductions in delta & beta band with active treatment compared to sham



• Paired t-test were performed within the groups

• The paired t-test between the Active & Sham 
showed clearly a significant improvement 
(towards normalisation) of central 
& temporal delta activity in the Active group 
(compared to the Control group, in which 
there was no significant improvement)

• In general, the delta activity changes 
were statistically significant in the 
Active group & not the Sham group
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Overview on EEG data
Reductions in delta & beta band with active treatment compared to sham



Neurotech update
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Wolfgang Storf – CEO, Neurotech International



26

Certifications

CE Marking

• Mente Autism & Mente Autism predecessor (Mente 2) both

classified as a Class IIa medical device 

• Regulated under the European Union Council Medical 

Device Directive 93/42/EEC

ISO 13485 

Certified

• AAT Medical is ISO 13485 certified

• Meets specific requirements & guidelines for a quality 

management system, to develop & provide products & 

services, that consistently meet both customer & regulatory 

requirements

• Updated certification expected Q3 CY2018

TGA 

Registration

• Mente Autism is included on the Australian Register of 

Therapeutic Goods as a biofeedback system in the Medical 

Device Class IIa category

✓ Pre-submission package filed: Mar 2017

✓ Pre-submission meeting: Jun 2017

 Final submission targeted: Q3 2018

 FDA clearance targeted: during 2019

FDA Submission Process

via De-Novo application

Current Certifications & Registrations

The Mente Autism device already has European CE Marking & TGA Registration, thus enabling sales in 

Europe, Middle East & Australia. The Company will seek to also obtain US FDA clearance for the device.
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Improved Mente Autism device set for release
Complete Mente Autism Kit 

Comprising headband, power supply, earphones, sensors, Quickguide, cloud system & ongoing updates.

Sensors, earphones & power supply are available for purchase separately.

What’s new in the improved Mente?

Improvements to:

✓ wi-fi connectivity

✓ synchronisation

✓ usability

✓ firmware

✓ application



Distribution network & marketing activities
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✓Direct mailing to contacts

✓Outreach to media & press contacts

✓ Social media activity to target 

potential customers

✓Autism group events

✓Dedicated Mente pages on 

distributor websites

• Marketing & distribution 

partner in Australia

• Marketing & distribution 

partner in Germany & 

Switzerland

• Marketing & distribution 

partner in Greece & Cyprus

• Marketing & distribution 

partner in Austria

• Marketing & distribution 

partner in Turkey

Marketing & distribution 

partner in Italy



Spreading awareness of  Mente Autism
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Update: Italian neurofeedback centres

• Series of commercial & marketing activities organised over in Italy 

(Orvieto, Umbria & Corato, Bari) led by distribution partner 

Promosalute

• Promosalute have engaged a leading marketing company with the 

aim of creating a highly targeted online marketing exercise

• Opening of first neurofeedback centres in Italy – Orvieto, Canosa di 

Puglia & Caserta

• 3 endorsement videos by medical professional, available on the 

Mente website

• Increasing number of testimonials



Updated Mente Autism website
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✓ Fresher look with new imagery

✓ Direct ‘calls to action’

✓ Pre-sales assessment to gauge 

eligibility to use Mente Autism

✓ Usability improvements

www.mentetech.com



Key Achievements & Next Milestones
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Substantial achievements in the last 18 months:

✓ Mar – Sep 2017: Secured new Austrian, Greece, 

German & Swiss, Saudi & Australian distributors, 

renewed Turkey distributorship

✓ Jun 2017: Australian TGA registration received

✓ Sep 2017: Outstanding preliminary outcomes 

received from independent US clinical trial

✓ Dec 2017: Completion of US clinical trial

✓ July 2018: Publication of US trial results in peer-

reviewed Frontiers of Neurology

Achievements

Neurotech is focussed on continuing to let science do the 

talking, and bringing Mente Autism to the parents & children 

who need it

 July 2018: Start production of improved Mente Autism

 August 2018: First shipments of Mente Autism

 September 2018: Commence Multi-Center studies in 

Europe to promote awareness and acceptance

 Q3 2018: US FDA submission, 2019: US FDA clearance

 Ongoing: 

Europe country expansion e.g. UK, Spain, France,

Initiate reimbursement application in Germany & 

Australia, preparing for US market entry

Looking Forward…



Q&A session
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www.neurotechinternational.com

www.mentetech.com


