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PRESENTING ONE CORE TECHNOLOGY …….. TWO SOLUTIONS



THE TECHNOLOGY

The application of sophisticated Artificial Intelligence (AI) technology coupled with advanced Machine Learning (ML) algorithms

deployed via smartphone apps, are the common underlying characteristics of both the SoundPass Plus™ and the AudibleHealth DX™ solutions.

However, each of these solutions have a fundamentally different utility.



BASIC REQUIREMENTS: SIMPLY ONE SMARTPHONE PLUS TWO APPS

According to the 2020 State of the ICT Sector report, put

together by the Independent Communications Authority of SA

(ICASA), SA’s smartphone penetration reached 91.2% in 2019,

up from 81.7% in 2018.

ICASA recorded 53.4 million smartphone subscriptions as at

30 September 2019, a few million shy of the country’s total

population size. South Africa’s estimated population stood at

58.78 million, according to the 2019 mid-year population

figure released by Statistics SA.

Source: ICASA
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AudibleHealth DX™ (AHDX) was developed from

fundamental research out of MIT in Boston, USA, and further

developed under a research grant from the United States

National Academy of Sciences by Raisonance Inc.

An FDA EUA approval is expected by early-September 2022

with a SAHPRA approval following shortly thereafter.

AHDX™ is a full digital replacement for molecular-based PCR

tests, that are currently the gold-standard for Covid-19.

AHDX™ is delivered virtually by means of a smartphone app

to an AI cloud server (Microsoft Azure), with instantaneous,

on-demand results at a far lower price point and providing a

more accurate FDA-grade diagnosis of Covid-19, based on a

simple forced cough vocalisation (FCV) sample.

A special price is offered to PURCO members at just R 325.00

per test (excl. VAT). Sold in ‘buckets’ of  500; 1,000,; 5,000 

and 10,000 tests (with applicable volume discounts).

AI POWERED CLINICAL DIAGNOSTIC APP 

PROVIDES AN IMMEDIATE & ACCURATE                                  
DIGITAL DIAGNOSIS OF COVID-19

o AudibleHealth DX™ (AHDX) is an MIT originated-tech funded by the

US National Academy of Sciences, and then then extensively further

developed by Raisonance Inc. with an expected FDA EUA approval in

early September 2022.

o As a fully digital Covid-19 Clinical Diagnostic Test, AHDX comprises

a complete replacement for PCR-based Covid-19 testing, virtually

delivered via a smartphone app providing an instant, and far less

expensive diagnostic test, giving an FDA grade medical diagnosis of

Covid-19.

o All based on the submission of a forced cough vocalisation (FCV)

sample., just as is the case with SoundPass Plus™.
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AudibleHealth DX™ Product Recap

AudibleHealth DX™ is intended as an Investigational Diagnostic Software

as a Medical Device (Dx SaMD) to accurately diagnose acute and chronic

illnesses, using AI/ML to analyse signal data signatures (SDS).

Using a mobile app that can be installed on any smart cell phone, the user

submits a forced cough vocalization and the AI/ML engine analyses the SDS

recording.

AudibleHealth DX™ accurately diagnoses COVID-19 in less than 2 minutes.



Mandatory Regulatory Qualifications & Disclaimers

AudibleHealth Dx™ is investigational diagnostic ‘Software-as-a-Medical Device (Dx SaMD) with the intended use to diagnose acute and chronic illnesses, using AI/ML to

analyse signal data signatures. This product has not yet been reviewed by the US FDA and has not yet been approved for use. Therefore any discussion concerning this

product is subject to, and contingent upon, Emergency Use Authorization (EUA) approval by the US FDA.

If the AudibleHealth Dx™ solution receives EUA approval it is our intention to harness it together with the SoundPass™ solution so as to create a multi-faceted, bundled

package, structured for the two to work symbiotically with one another.

Given the current status of the AudibleHealth Dx device, FDA Regulation 21CFR(317) prohibits dissemination of specific test performance results to prospective interested 

parties, except in response to specific technical due diligence disclosures. The AudibleHealth DX™ ensemble meets or exceeds all of the following FDA Performance Criteria:

• The FDA has set a minimum 80% positive and 80% negative agreement as the definition of acceptable clinical performance for comparison of a new device to an 

approved molecular diagnostic device (i.e., Dx SaMD vs. RT-PCR);

• The FDA has set a minimum of 80% positive and negative agreement as the definition of acceptable clinical performance for an alternate sampling method 

(i.e., a forced cough vocalisation (FCV) vs. nasal swab);

• For non-prescription (OTC) tests intended for use in non-laboratory settings, the FDA has set a minimum PPA and MPA for comparison of a new device to RT-PCR 

(i.e., Dx SaMD vs. RT-PCR).

o Positive Percent Agreement (PPA) ≥90% for asymptomatic & symptomatic Covid-19 subjects (Dx SaMD vs. ONE PCR).

o Negative Percent Agreement (NPA) ≥95% for Covid-19 negative subjects (Dx SaMD vs. ONE negative PCR).



ADRESSABLE MARKET SEGMENTS
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