
SubB2M/CA15-3 clinical validation data

ASX: IIQ | 29 June 2023

Webinar  presentation



2

This presentation has been prepared by INOVIQ Limited (“INOVIQ” or the “Company”)
based on information available to i tas at the date of this presentation. This presentation
contains general and background information about the Company’s activi ties current as
at the date of the presentation and should not be considered to be comprehensive or to
comprise all the information that an investor should consider when making an
investment decision and does not contain all information about the Company’s assets
and liabilities, financial position and performance, profi ts and losses, prospects, and the
rights and liabilities attaching to the Company’s securi ties necessary to make an
investment decision. The information in this presentation should be read in conjunction
with the Company’s other periodic and continuous disclosure announcements lodged
with the Australian Securi ties Exchange (ASX), available at www.asx.com.au. The
information in this presentation is based on the Company’s own information and
estimates and has not been independently veri fied. The Company is not responsible for
providing updated information and assumes no responsibility to do so. Any investment
in the Company should be considered speculative and there is no guarantee that they
will make a return on capital invested, that dividends would be paid, or that there will be
an increase in the value of the investment in the future.

This Presentation may contain certain “forward-looking statements” that are based on
management’s beliefs, assumptions and expectations and on information currently
available to management. The words “expect”, “anticipate”, “estimate”, “intend”,
“believe”, “guidance”, “should”, “could”, “may”, “will”, “predict”, “plan” and other
similar expressions are intended to identi fy forward-looking statements . Any indications
of, and guidance on, future operating performance, earnings , financial position and
performance are also forward-looking statements . Forward-looking statements , opinions
and estimates provided in this Presentation are based on assumptions and contingencies
which are subject to change without notice, as are statements about market and
industry trends, which are based on interpretations ofcurrent market conditions.

Actual results , performance or achievements could be signi ficantly different from those
expressed in, or implied by, these forward-looking statements . No representation,
warranty or assurance (express or implied) is given or made in relation to any forward-
looking statement by any person (including INOVIQ or any of i ts advisers). In particular,
no representation, warranty or assurance (express or implied) is given that the
occurrence of the events expressed or implied in any forward-looking statements in this
Presentation will actually occur. Actual operations , results, performance, targets or
achievement may vary materially from any projections and forward-looking statements
and the assumptions on which those statements are based.

Nothing contained in this Presentation consti tutes investment, legal, tax or other advice.
This Presentation does not purport to be all inclusive or to contain all information which
its recipients may require in order to make an informed assessment of the Company’s
prospects.

You should note that any past performance is given for illustrative purposes only and
should not be relied on as (and is not) an indication of the Company’s views on its future
financial performance or condition. Past performance, including past share price
performance, of INOVIQ cannot be relied on as an indicator of (and provides no guidance
as to) future performance includingfuture share price performance.

Disclaimer
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About INOVIQ Ltd

Precision 
focus

Precision 
diagnostic and 

exosome 
solutions to 

improve patients’ 
lives

Commercial 
products

In-market 
products for 

exosome 
isolation and 

bladder cancer 
detection

Deep 
pipeline

Diverse, multi-
stage, exosome 

research and 
diagnostic 

pipeline

$
Disruptive 
technology

Proprietary 
technology 

platforms driving 

future products 
across multiple 

applications

Compelling 
data

For exosome 
isolation tools, 
and diagnostics 

for breast and 
ovarian cancers

Partnering for 
growth

Partnering with 
KOLs and Industry 
to deliver clinical 
and commercial 

outcomes

INOVIQ’s mission is to develop next-generation precision diagnostics and exosome 

solutions that transform the diagnosis and treatment of cancer and other diseases to 
improve patient outcomes and save lives
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12-month share price performance

Company snapshot

1. Cash at 31 Mar 2023; 2. As at 27 Jun 2023.; 3. based on 9-months to 31 Mar 2023 less one-off $1m settlement payment

Financial information (ASX:IIQ)

Ordinary shares2 92,018,702

Listed options2 5,909,965

52-week H/L A$0.880-0.385

Share price2 A$0.710

Market capitalisation2 A$65.3m

Cash at bank1 A$8.8m

Ave monthly cash burn3 A$619k

Major shareholders (as at 27 June 2023)

Merchant Funds Mgt Pty Ltd 14.2%

Moggs Creek/Lawn Views Pty Ltd 5.3%

TOP 20 35.6%

INOVIQ snapshot

• Founded in 2016 as a single-asset diagnostics company focused on earlier cancer 
detection

• Multiple acquisitions and in-licensing to expand technology portfolio
• Headquartered in Melbourne, Australia with regional office in Minnesota, US
• 18 employees including 9 R&D staff with 7 PhDs
• Expertise in research, development, clinical testing and commercialisation
• Facilities include cGMP manufacturing, ISO17025 laboratories and cell culture 
• Multi-product pipeline for exosome isolation and diagnostics
• Partnering with leading KOLs and Industry to deliver better healthcare outcomes



5

PRODUCT INDICATION PLATFORM USE RESEARCH

ASSAY 

DEVELOPMENT

CLINICAL 

DEVELOPMENT MARKET

hTERT1 Bladder Cancer ICC Adjunct to cytology

SubB2M-BC Breast Cancer Immunoassay Monitoring Dec-23

SubB2M-OC Ovarian Cancer Immunoassay Monitoring 2H FY24

SubB2M-SPR Multi -cancer SPR Pre-screening

EXO-OC2 Ovarian Cancer Multiomic Screening

EXO-NET RUO pan-EV capture Immunocapture Research tool

TEXO-NET RUO td-EV capture Immunocapture Research tool

NEURO-NET RUO bd-EV capture Immunocapture Research tool

Products and pipeline | Expanding EXO-NET tools and diagnostics portfolio

*RUO = Research Use Only; ICC = Immunocytochemistry; LDT = Laboratory -Developed Test; bd-Ev = brain-derived Extracellular Vesicles; td-EV = tumour-derived Extracellular Vesicles; HT = high-throughput

1. Adjunct to urine cytology to assist the detection of bladder cancer; 2 Umbrella Research & Option Agreement with UQ

LDT
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SubB2M diagnostics

neuraminic acid

Improved SubB2M-based cancer diagnostic 
tests for cancer detection and monitoring
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SubB2M/CA15-3 breast cancer test | improved BC monitoring 

Key milestones

Assay 
development

Completed

Completed

Completed

H1 FY24

Clinical-stage and progressing towards market-ready by end 2023

Breast cancer

Unmet medical need

Disruptive 
technology

Intended use

Go to market 
approach

• #1 cancer in women
• 2.3m new cases of breast cancer worldwide pa 1

• 7.8m 5-year survivors1

• Earlier and more accurate screening and monitoring tests required for 
breast cancer

• US$4.2b global diagnostics market2

• SubB2M is an engineered lectin that specifically binds the pan-cancer 
biomarker Neu5Gc

• Improved immunoassay for detection of Neu5Gc decorated CA15-3
• Increased sensitivity and specificity over existing assays

• Aid in monitoring breast cancer treatment response and disease 
recurrence

• LDT then IVD (510k process)

1. https://gco.iarc.fr/today/home;   2. https://www.grandviewresearch.com/industry-analysis/breast-cancer-diagnostics-market

Completed

Dec 2023

Feasibility

Analytical 
validation (n=94)

Clinical validation 
(n=500)

Monitoring study

LDT market ready

https://gco.iarc.fr/today/home
http://www.grandviewresearch.com/industry-analysis/breast-cancer-diagnostics-market
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Study objectives

• To evaluate the clinical performance of the
SubB2M/CA15-3 test across all stages of breast cancer
compared to healthy controls; and

• To compare the performance of the SubB2M/CA15-3
test to a leading approved CA15-3 test in the same
samples in a clinical laboratory setting.

Study outcomes

• SubB2M/CA15-3 breast cancer test provides more 
accurate detection of breast cancer across all stages; 
and

• Significantly outperformed a leading approved CA15-3 
test. 

SubB2M/CA15-3 Breast Cancer Test:  Study BC04

Receiver Operating Characteristic Curve 

ASX: 27 June 2023
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Study rationale

• Cancer cells have a distinct feature of adding 
different sugar molecules to the proteins they 
produce, which sets them apart from normal cells

• One such sugar molecule commonly found in 
cancer cells is Neu5Gc 

• SubB2M preferentially binds to Neu5Gc

• SubB2M is a promising multicancer probe

• Incorporating SubB2M into existing cancer 
diagnostic tests, may improve their sensitivity and 
specificity in detecting various types of cancer

SubB2M/CA15-3 Breast Cancer Test:  Study BC04

Neu5GC = the sialic acid,  N-glycolylneuraminic acid
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Capture Antibody  [CA15-3]

Serum [CA15.3 – Neu5Gc] 

SubB2M-biotin

SubB2M/CA15-3 Breast Cancer Test:  Study BC004  

Step-HRP

SubB2M ELISA Format 
Why should SubB2M improve assay 
performance?

Multiple Neu5Gc binding sites on 
target [CA15.3], therefore, more 
signal generated which increases 
the sensitivity of the test. 

Cancer cells preferentially use 
Neu5Gc to decorate the 
proteins they make (including 
CA15-3 and CA125), 
therefore, using SubB2M 
(that binds to Neu5Gc) makes 
the test more specific.

SubB2M 

multiple  binding sites 

increases sensitivity

chromogenic signal TMB

TMB  - 3, 3’, 5, 5’-Tetramethylbenzidine 
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Study design

• Retrospective case : control design  (1:1, bio-banked samples)

• Serum sample healthy controls (242) and all stages of breast 
cancer ( I=75, II=72, 3=72, III=72, IV = 22)

• Using SubB2M, we developed a CA15-3 ELISA that only detects 
CA15-3 produced by cancer cells

• The concentration of CA15-3 was measured using the 
SubB2M/CA15-3 test and by  IVD approved  CA15-3 test run in 
clinical pathology laboratory

• The results from the two tests were then compared:

o By disease stage

o ROC curve analysis 

SubB2M/CA15-3 Breast Cancer Test:  Study BC04

483 serum samples

SubB2M/CA15-3 
test 

IVD CA15-3
test 

CA15-3* 
concentration

CA15-3
concentration

x STAGE 
ROC curve
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Results

• INOVIQ’s SubB2M/CA15-3 test demonstrated superior diagnostic 
accuracy compared to a leading CA15-3 IVD in a 483-sample case-
control study

SubB2M/CA15-3 Breast Cancer Test:  Study BC004

Table 1: SubB2M/CA15-3 and comparator CA15-3 test 
performance summary
Breast Cancer All Stages SubB2M Comparator
AUC 0.93 0.70
sensitivity 81% 37%
specificity 93% 88%
false negative rate 19% 63%
false positive rate 7% 12%
positive predictive value 92% 75%
negative predictive value 83% 58%
overall accuracy 87% 63%

Receiver Operating Characteristic Curve 

ASX: 27 June 2023
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SubB2M/CA15-3 Breast Cancer Test:  Study BC004

Next Steps

• Evaluate the performance of the SubB2M/CA15-3 test for monitoring treatment response and disease recurrence.

• Does SubB2M/CA15-3 detect changes in tumor growth earlier than CA15-3 (and other biomarkers) and thus better 
inform clinical decision making 

• Design: cross sectional cohort study 

primary treatment

treatment response

recurrence & treatment 

treatment responsetumor growth
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SubB2M/CA125 Ovarian Cancer Test | improved OC monitoring 

Progressing towards clinical validation

Ovarian cancer

Unmet medical need

Disruptive 
technology

Intended use

Go-to-market 
strategy

• #8 cancer in women
• 314k new cases of ovarian cancer worldwide pa 1

• 823k 5-year survivors1

• No approved test for early detection of OC in asymptomatic, average-risk 
women

• US$1.8b global diagnostics market2

• SubB2M is an engineered lectin that specifically binds the pan-cancer 
biomarker Neu5Gc

• Based on existing immunoassays for CA125
• Increased sensitivity and specificity over existing assays

• Aid in monitoring ovarian cancer treatment response and disease 
recurrence 

• LDT then IVD (510k process)

1. Cancer Today (iarc.fr) ; 2. Ovarian Cancer Diagnostics Market Size Worth US$ 1.8 Bn by (globenewswire.com)

Key milestones

Assay 
development

Completed

H1 FY24

H1 FY24

H2 FY24

H1 FY24

Jun 2024

Feasibility

Analytical 
validation

Clinical validation

Monitoring study

LDT market ready

https://gco.iarc.fr/today/home
https://www.globenewswire.com/news-release/2019/08/07/1898453/0/en/Ovarian-Cancer-Diagnostics-Market-Size-Worth-US-1-8-Bn-by-2026.html
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SubB2M commercialisation
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Market potential | Screening and monitoring tests 

Statistics1 Eligible screening 
population2

Screening market    
size3

Eligible monitoring 
population4

Monitoring market 
size5

Ovarian cancer 
incidence

52,638

Ovarian cancer 
prevalence

154,831

Breast cancer 
incidence                 
543,972 

Breast cancer 
prevalence         
2,279,467 

60.4

54.7

4.0

Ovarian 
cancer

188.3

167.3

11.5

8.2

0.6

28.0
25.1

1.7

60.4

54.7

4.0

2.2

2.1

0.2

Breast 
cancer

9.1

8.2

0.6

(Millions of people) (US$ billions) (Thousands of people) (US $millions)

(Millions of people) (US$ billions) (Millions of people) (US $millions)

331.2

312.7

24.9

119m USD $18b 367k USD $55m

119m USD $18b 4.46m USD $668m

9.1

$1.9b
GLOBAL Dx 

MARKET

$4.2b
GLOBAL Dx 

MARKET

6

7

1 Source: https://gco.iarc.fr/today/home covering US, EU5 and AU; 2. Females 50-79yrs covering US, EU5 and AU (Source: https://www.populationpyramid.net ).; 3. Assumed cancer screening test price US$150 per test; 4. Monitoring population
based on 4x incidence plus 1x prevalence; 5. Assumed cancer monitoring test price at US$150 per test (Source: MST Access: INOVIQ Limited Research Report 25 August 2022); 6. https://www.globenewswire.com/news- 
release/2019/08/07/1898453/0/en/Ovarian-Cancer-Diagnostics-Market-Size-Worth-US-1-8-Bn-by-2026.html; 7. https://www.grandviewresearch.com/industry-analysis/breast-cancer-diagnostics-market

https://gco.iarc.fr/today/home
https://www.populationpyramid.net/
https://www.globenewswire.com/news-%20release/2019/08/07/1898453/0/en/Ovarian-Cancer-Diagnostics-Market-Size-Worth-US-1-8-Bn-by-2026.html
http://www.grandviewresearch.com/industry-analysis/breast-cancer-diagnostics-market
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SubB2M commercialisation strategy

Commercialisation 
paths

Sell first as an LDT 
via a partner

IVD partnering

Market as Lab 
Developed Test 

(LDT)

Regulatory 
approval as In Vitro 

Diagnostic (IVD)

License to 
commercial 

partner/s

Commence selling 
SubB2M tests via 
CLIA-accredited, 

high complexity lab 
partner/s

Achieve early 
revenue & build 
sample biobank

Build clinical data 
package

Build clinical 
evidence in the 

intended use 
population

Publish data to 
scientific 

community, gain 
KOL endorsement 

and clinical 
adoption

Geographic 
roll-out

Initial focus on US, 
then expand to EU, 

AU and others

IVD development

Complete IVD kit 
development, 

provide additional 
clinical data and 
gain regulatory 

approval 
(510K / PMA / 

De Novo)

Partner with major 
diagnostic 
company,

 or speciality 
healthcare 

distributor to 
distribute, market 
& sell IVD kits to 

multiple 
laboratories

Grow global  
revenue potential

510k = FDA clearance for Class II device; CLIA = Clinical Laboratory Improvement Amendments (high-complexity tests) ; CMS = Centers for Medicare and Medicaid Services; IVD = In Vitro Diagnostic; FDA = US 
Food & Drug Administration; LDT = Laboratory Developed Test; MDR = Medical Device Regulations; OC = Ovarian Cancer; PMA = FDApremarket approval for Class III device; KOL = Key Opinion Leader
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2023 milestones and catalysts

2H FY2023 1H FY2024

Results SubB2M/CA15-3 breast cancer study 1 ✓

Results of EXO-Ovarian Cancer test study 4 (n=250) 

Results SubB2M SPR feasibility study 1

Results SubB2M/CA125 OC study 1

Progress EXO-NET collaborations/partnering

TEXO-NET data @ ANZSEV23 meeting

Progress SubB2M partnering

Results of EXO-OC screening test study 5 

EXO-NET data presented @ISEV2023 meeting✓

Results SubB2M/CA15-3 BC clinical validation study 2 (n=483)✓

Results of SubB2M/CA15-3 BC monitoring study 3
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Innovative
Company

Patented 
Technology

Strong 
Pipeline

Compelling
Results

Commercialized 
Products

Partnering for 
Growth

Experienced 
Leadership

Funding our 
Future

Summary | Next generation diagnostic solutions advancing towards key milestones

Focused on next-gen diagnostic 
and exosome solutions to 

improve health outcomes in 
cancer and other diseases

Proprietary SubB2M & NETs
technologies with multiple 
diagnostic and therapeutic 

applications

Deep pipeline 
for detection of common and/or 

deadly cancers

Data for SubB2M and exosome-
based tests demonstrating earlier 
and more accurate detection for 

breast & ovarian cancers

Products in-market for 
exosome isolation 

and bladder cancer detection

Commercialisation through 
partnering to deliver solutions to 

global markets

Track record in healthcare 
leadership, exosome science, 
diagnostic development and 

commercialisation

Cash of $8.8m as at 31 Mar 23 to 
fund operations and pipeline 

development

1 2 3 4

5 6 7 8



20

Contacts

Dr Leearne Hinch
Chief Executive Officer  

e. lhinch@inoviq.com

INOVIQ Ltd, 23 Normanby Road, Notting Hill, VIC 3168 Australia
p. +61 3 9548 7586 | e. info@inoviq.com | w. www.inoviq.com

Mark Edwards
Chief Financial Officer and 
Company Secretary

e. medwards@inoviq.com

Dr Gregory Rice
Chief Scientific Officer

e. grice@inoviq.com

mailto:lhinch@inoviq.com
mailto:info@inoviq.com
http://www.inoviq.com/
mailto:lhinch@inoviq.com
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