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Important Notice And Disclaimer

This investor presentation has been prepared by Cleo Diagnostics Limited (“Cleo Diagnostics” or the “Company”). This presentation is not a financial
product or investment advice or recommendation, offer or invitation by any person or to any person to sell or purchase securities in Cleo Diagnostics in
any jurisdiction. This presentation contains general information only and does not consider the investment objectives, financial situation and needs of
individual investors.

Investors should make their own independent assessment of the information in this presentation and obtain their own independent advice from a
qualified financial adviser having regard to their personal objectives, financial situation and needs before taking any action. No representation or
warranty, express or implied, is made as to the accuracy, completeness, reliability or adequacy of any statements, estimates, opinions or other
information, or the reasonableness of any assumption or other statement, contained in this presentation. Nor is any representation or warranty (express
or implied) given as to the accuracy, completeness, likelihood of achievement or reasonableness of any forecasts, prospective statements or returns
contained in this presentation. Similarly, past performance, including information concerning historical cash burn rates, should not be seen as indicative
of future performance.

Such forecasts, prospective statements or returns are by their nature subject to significant uncertainties and contingencies, many of which are outside
the control of Cleo Diagnostics. To the maximum extent permitted by law, Cleo Diagnostics and its related bodies corporate, directors, officers,
employees, advisers and agents disclaim all liability and responsibility (including without limitation any liability arising from fault or negligence) for any
direct or indirect loss or damage which may arise or be suffered through use or reliance on anything contained in, or omitted from, this presentation. An
investment in Cleo Diagnostics securities should be considered speculative and is subject to investment and other known and unknown risks, some of
which are beyond the control of Cleo Diagnostics. Cleo Diagnostics does not guarantee any rate of return or the absolute or relative investment
performance of Cleo Diagnostics securities. The distribution of this presentation including in jurisdictions outside Australia, may be restricted by law.
Any person who receives this presentation must seek advice on and observe any such restrictions.
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Corporate Overview

Capital Structure
ASX Ticker COV

Share Price (9 September 2024) $0.37

Shares on Issue 128.5M

Options 14M

Market Capitalisation (fully diluted) $48M

Cash (as at 30 June 2024) $9.34M

Cleo Diagnostics is making 
accurate and early detection of 
ovarian cancer a reality.

Cleo Diagnostics Limited (ASX:COV) is bringing to market a simple
blood test for the accurate and early diagnosis of ovarian cancer,
using its novel patented CXCL10 biomarker.

Cleo's first test – A Pre-Surgical Triage Test is designed to
distinguish benign from malignant growths and will be compatible
with standard diagnostic laboratory workflows worldwide.

The platform is backed by over 10 years of scientific Research &
Development at the Hudson Institute of Medical Research, with two
clinical studies conducted in over 500 patients. Pursuant to a licence
agreement with the Hudson Institute of Medical Research, Cleo has
a worldwide exclusive licence to commercialise the intellectual
property underpinning its operations and the ovarian cancer tests.

Cleo is advancing the availability of its simple blood test, under a
modular execution strategy to ultimately address all ovarian cancer
detection markets with specific tests including surgical triage,
recurrence, high risk, and early-stage screening.
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Cleo Diagnostics

Is bringing to market a simple blood test for 
the accurate and early diagnosis of ovarian 

cancer
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Why Cleo Diagnostics :

5

Strong intellectual property position with core foundational patent 
granted in Australia and USA (pending worldwide)

A simple blood test for accurate and early detection of Ovarian Cancer

Significant global cancer diagnostics market opportunity

Technology supported by gold-standard clinical evidence

Staged execution strategy focused on an achievable pathway to target 
markets
Experienced leadership team with credentials to execute

INVESTMENT HIGHLIGHTS
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Ovarian cancer: the deadliest of all female reproductive cancers

● DIFFICULT to detect and diagnose: most cases are missed until its too late

● POOR SPECIFICITY of existing tests: uncertain referrals, delayed diagnoses, inappropriate 
surgeries

● NO SCREENING for early disease detection: cannot be identified when treatable

● DIAGNOSIS ONLY OCCURS AFTER SURGERY

Accurate and early detection of
ovarian cancers will significantly
increase survival

300k New cases 
every year

207k Women die each year 
globally

2.8M Women living with 
Ovarian Cancer

23 Women die every hour 

Source: World Health Organisation, Australian Institute of Health and Welfare supplemented by American 
Cancer Society.  
World Ovarian Coalition

49%
5-year survival
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CleoDX has developed a simple and accurate blood test
for the detection of ovarian cancer

Leverages the discovery of a cancer-specific form of 
CXCL10

200 mµ

200 mµ

tumour

Cancer makes
CXCL10

Proteolytic 
processing

Cancer-modified 
form - assists 

tumour 
progression

• Produced in cancers but not benign disease
• Occurs early in the cancer development
• Robust indicator at ALL stages of cancer progression

Novel intellectual property position granted in US and 
Australia
Proprietary marker panel assembled and tested for cancer 
detection

Rainczuk A et al (2014). Int J Cancer doi:
10.1002/ijc.28393

Cleo Diagnostics Ltd | Corporate Presentation September 2024 | ASX : COV



888

Cleo Diagnostics : One Platform Multiple Applications

Pre-Surgical Triage Test Post-Surgical Recurrence Test Ovarian Cancer Screening Test

NEAR TERM MID TERM LONG TERM

Risk of Malignancy Evaluation Displacement of CA125 Early-Stage Cancer Screening

FDA 510(k) Application
Predicate device Application
Based on FDA Guidance Document
and comparative tests in market

Monitor for early recurrence in 
women already treated. 

Regular screening for detection of 
early stage cancer. Screening saves 
lives.

Increasing Market Size

Increasing Product Development Complexity

CleoDX technology has multiple applications across the spectrum of disease
• underpins 3 testing strategies for product delivery
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The CleoDX prototype is a 
disruptive technology which will 
ultimately replace CA125 testing

CleoDX Ovarian Cancer Test Out-Performs All Other Clinical 
Tests 

• Stephens AN et al DOI: 10.3390/cancers15215267
• Stephens AN et al https://doi.org/10.3390/cancers16112048 

% Early Cancer Detection

80%

90%

68%

45%

Cleo Cleo + TVU ROMA RMI

PROTOTYPE CleoDX test
biomarker panel for cancer 

detection:

Specificity = 95% PPV = 95%
Sensitivity = 95% NPV = 95%

Sensitivity at 90% Specificity

• Davenport, C., et al., DOI:10.1002/14651858.CD011964.pub2
• Fritsche, H.A. DOI: 10.1002/ijgo.14733
• Bristow, R.E DOI: 10.1016/j.ygyno.2012.11.022

95% 95%

82%

69%

79%

61%

72%
65%

Cleo Prototype ROMA™ OVA-1™ RMI

Post-
menopausal

Pre-menopausal
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ReClassification of Patients 
with Ambiguous CA125 for 
Optimised Pre-Surgical Triage

ReClassification of Patients 
with Ambiguous CA125 for 
Optimised Pre-Surgical Triage

Combining TNFR2-Expressing Tregs
and IL-6 as Superior Diagnostic
Biomarkers for High-Grade Serous
Ovarian Cancer Masses

DPP4 inhibitor sitagliptin enhances
lymphocyte recruitment and
prolongs survival in a syngeneic
ovarian cancer mouse model

REPORTS
SCIENTIFIC

natureresearch

Pre-operative sera interleukin-6 in
the diagnosis of high-grade serous
ovarian cancer

International Journal of
Molecular Sciences

Hypoxia Regulates DPP4 Expression,
Proteolytic Inactivation, and
Shedding from Ovarian Cancer Cells

ReClassification of Patients 
with Ambiguous CA125 for 
Optimised Pre-Surgical Triage

Cleo Pre-Surgical Triage Test is Supported by Peer-Reviewed 
Evidence

• Technology backed by 
>10 years scientific R&D

• Strategic position for patient 
reimbursement from medical 
insurers 

• Evidence to drive clinical 
uptake and 
implementation by users

RESEARCH PAPERS
1. Stephens AN, Hobbs SJ, Kang S-W, Oehler MK, Jobling TW, Allman R (2024).
Utility of a Multi-Marker Panel with Ultrasound for Enhanced Classification of
Adnexal Mass. Cancers doi: 10.3390/cancers16112048
2.Stephens AN, Hobbs SJ, Kang S-W, Oehler MK, Jobling TW, Allman R (2024).
ReClassification of Patients with Ambiguous CA125 for Optimised Pre-Surgical
Triage. Cancers doi: 10.3390/diagnostics14070671
3.Stephens AN, Hobbs SJ, Kang S-W, Bilandzic M, Rainczuk A, Oehler MK, Jobling
TW, Plebanski M, Allman R (2023). A Novel Predictive Multi-Marker Test for the
Pre-Surgical Identification of Ovarian Cancer. Cancers doi: 10.3390/cancers
15215267
4.Kampan NC, Kartikasari A, Deceneuux C, Madondo MT, McNally OM, Flanagan KL,
Aziz NA, Stephens AN, Reynolds J, Quinn MA, Plebanski M (2023). Combining
TNFR2-Expressing Tregs and IL-6 as Superior Diagnostic Biomarkers for High-Grade
Serous Ovarian Cancer Masses. Cancers doi: 10.3390/cancers15030667
5.Sung-Woog Kang S-W, Rainczuk A, Oehler MK, Jobling TW, Plebanski M, Stephens
AN (2021). Active Ratio Test (ART) as a Novel Diagnostic for Ovarian
Cancer. Diagnostics doi.org/10.3390/diagnostics11061048
6.Wilson AL, Moffitt LR, Wilson KL, Bilandzic M, Wright MD, Gorrell MD, Oehler MK,
Plebanski M, Stephens AN (2021). DPP4 inhibitor sitagliptin enhances lymphocyte
recruitment and prolongs survival in a syngeneic ovarian cancer mouse
model. Cancers doi.org/10.3390/cancers13030487
7.Moffitt LR, Bilandzic M, Wilson AL, Chen Y, Gorrell MD, Oehler MK, Plebanski M,
Stephens AN (2020). Hypoxia Regulates DPP4 Expression, Proteolytic Inactivation,
and Shedding from Ovarian Cancer Cells. Int J Mol Sci doi: 10.3390/ijms21218110
8.Kampan NC, Madondo MT, McNally OM, Stephens AN, Reynolds J, Quinn MA,
Plebanski M (2020). Pre-operative sera interleukin-6 in the diagnosis of high-grade
serous ovarian cancer. Scientific Reports doi: 10.1038/s41598-020-59009-z.
9.Rainczuk A, Rao JR, Gathercole JL, Fairweather NJ, Chu S, Masadah R, Jobling
TW, Stephens AN (2014). Evidence for the Antagonistic Form of CXC-motif
Chemokine CXCL10 in Serous Epithelial Ovarian Tumours. Int J Cancer 134 530-41

10.Rainczuk A, Rao J, Gathercole J, Stephens A.N. (2012). The emerging role of CXC
chemokines in epithelial ovarian cancer. Reproduction 144 pp. 303-317
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Surgical Triage Test

1M

All Ages

USA Initially

Testing as required

Predicate device application upon 
FDA guidance document and 
comparative tests in market

women

2025 TBC TBC
Initial Market 1 Market 2 Market 3

Recurrence Test

1.2M

All Ages

USA Initially

Testing 3 Monthly

Clinical study – dependent upon 
prospectively collected pre-op and 

post- op samples from ovarian 
cancer patients

tests

High Risk Screening

14.8M

All Ages

USA Initially

Testing Bi-Annually

Clinical study in women with 
known BRCA status or extensive 
family history in the first instance

women

Screening Program

148M

>50 Years of age

USA / Europe / Australia

Testing Annually

Clinical study requirement –
dependent upon prospective sample 
collection from asymptomatic women 

of screening age

women

Priority Countries

USA

EUROPE

AUSTRALIA

Access to addressable markets is limited by items such as patent protection, regulatory approvals and access to distribution, amongst other factors. There are no guarantees
that CleoDX will be able to receive approval to distribute its products in its target addressable markets or adequately enforce its intellectual property in such markets.

11

Significant global market opportunity

Staged execution strategy with initial focus on triage test de-risks pathway to national screening market.

Addressable market for the Triage Test
restricted to the USA following the well-defined
FDA pathway.

Market estimate based upon CPT coding and
reimbursement analysis provided by Clarivate
www.clarivate.com
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Cleo Diagnostics : A Strategic Plan to Deliver

Early Adopters

Clinical Studies

International 
Collaborations

KOL 
Engagement

Robust 
Publication 

Strategy

Regulatory 
Approvals

Clinical 
GuidelinesCleo is developing a multi-faceted 

strategy to facilitate clinical 
implementation & early revenue 
generation

Cleo Diagnostics Ltd | Corporate Presentation September 2024 | ASX : COV



1313

Cleo Diagnostics : Experienced Management team with the 
Capacity to Deliver

ADRIEN 
WING

DR RICHARD 
ALLMAN

DR ANDREW 
STEPHENS

LUCINDA 
NOLAN

PROFESSOR 
TOM JOBLING

Non-Executive 
Chairman

Executive Director 
and CEO

Executive Director 
and CSO

Non-Executive 
Director

Executive Director 
and Medical Advisor

Mr Wing is CPA qualified and works
with a number of public companies
listed on the Australian Securities
Exchange as a corporate/ accounting
consultant and company secretary.
Strong track record in life sciences as
a founder of Rhythm Biosciences
(ASX:RHY).

Dr. Allman has wide experience in
research leadership, innovation
management, and intellectual
property strategy, covering oncology,
diagnostics, and product
development.

Career research scientist and inventor
of the CleoDx core technology. Dr
Stephens has over 60 academic
publications and numerous patents
(pending and provisional) in the
cancer therapeutic and diagnostic
space.

Ms Nolan was most recently the CEO
of the Ovarian Cancer Research
Foundation. Notable as the first
female CEO of the Country Fire
Authority and Deputy Commissioner
of Victoria Police. She is an alum of
the Advanced Management Program
at Harvard University.

Dr Jobling is a surgeon who has been
treating ovarian cancer for more than
30 years. Dr Jobling is the head of
gynaecological oncology at Monash
Health and visiting medical officer at
the Peter MacCallum Cancer Centre is
a cofounder and former chairman of
the OCRF.
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Summary

● CleoDX – simple, accurate and effective diagnostic test for ovarian cancer

● Gold-standard evidence supported by peer-reviewed literature

● World-class technology with IP protection and development pipeline

● De-risked path to market with a staged execution strategy

● Experienced leadership team with credentials to execute

● Regulatory, market uptake and reimbursement strategies in place

● Building the value chain for investors
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For more information visit CLEODX.COM 15

Richard Allman
CEO

richard.allman@cleodx.com

Adrien Wing 
Chairman

office@cleodx.com

Cleo Diagnostics Limited  ASX.COV
ACN 655 717 169 

office@cleodx.com |  +61 3 9614 0600
Level 2, 480 Collins Street Melbourne, Vic, 3000

CLEODX.COM

Elvis Jurcevic
Investor Relations

ej@cleodx.com


