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December 2023 Quarterly Activities Report 
 
Highlights 

▪ First clinical validation study of the CleoDX Triage Test, performed in a 334 patient cohort, was published 

in peer-reviewed journal “Cancers” which detailed the high performance of Cleo’s ovarian cancer 

diagnostics test: 

– Highly accurate with 95% sensitivity1 / 95% specificity2; 

– Correctly discriminated malignant from benign samples; and 

– Out-performed and was superior to current clinical methods. 

▪ Important commercial foundation progress delivered with biomarkers panel for Cleo’s ovarian cancer 

test-kit finalised and antibody development advanced that will underpin the consistent and reliable 

manufacture of test-kits 

▪ Board capacity enhanced with Chief Scientific Officer and Executive Director, Dr Andrew Stephens, 

commencing in a full-time capacity 

▪ A$10.1M cash at bank at 31 December 2023 
 

 

MELBOURNE, AUSTRALIA 31 January 2024:  Ovarian cancer diagnostics company, Cleo Diagnostics Limited 

(ASX:COV) (CLEO, or the Company) is pleased to provide the market with an update on activities in the December 

2023 quarter as it develops its simple and accurate blood test for the early detection of ovarian cancer. 

 

PEER REVIEWED PUBLICATION 

Cleo’s first clinical validation study for its ovarian cancer triage test has been published in the peer- reviewed 

international journal ‘Cancers’. The results confirm the high accuracy of the CleoDX Triage Test, which was 

independent of menopausal status, and showed that it out-performed the two most widely used clinical scoring 

systems (the “Risk of Malignancy Index” and “Risk of Malignancy Algorithm”) for discriminating benign from 

malignant ovarian disease. 

 

A copy of the publication is available here: https://www.mdpi.com/2072-6694/15/21/5267 

 

Moreover, the CleoDX surgical triage test correctly identified 81% of early-stage cancer patients in the cohort. 

 

The next step in development will confirm functionality of the commercially available kits in an independent clinical 

trial, the results of which will be submitted to the FDA for regulatory approval. Cleo anticipates commencement of 

this trial early in CY2024. 

 

Opportunity for Cleo And Ovarian Cancer Diagnostics Market 

At present there is no clinically routine pre-surgical method for reliable evaluation and differentiation of benign vs 

malignant ovarian cancer tumours. Radical surgery is the cornerstone of cancer management, with complete 

hysterectomy being the norm. Removal of the ovaries, however, predisposes women to multiple co-morbidities 

                                                      
1 Sensitivity refers to the ability of a test to correctly identify patients with the tested for disease (true positive rate). 
2 Specificity refers to the ability of a test to correctly identify people without the tested for disease (true negative rate). 
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including increased risk of cardiovascular disease, dementia and certain cancers amongst others. There is a clear 

need to differentiate benign vs malignant cases pre-surgically to enhance patient outcomes. 

 

Cleo has defined a staged execution strategy to deliver its simple blood test which is focused on three key markets 

across pre-surgical triage testing, high-risk/recurrence detection, and broader screening programs. Achieving a 

positive outcome here from a peer-reviewed publication, has a material impact on the Company’s pathway with 

respect to the initial triage market. The Company will now use the publication of its test performance to further define 

the scope of the triage market. 

 

 

Figure 1: Ovarian cancer diagnostic markets targeted by Cleo 

 

TEST-KIT BIOMARKERS PANEL FINALISED 

Cleo has finalised the selection of biomarkers to be used in its ovarian cancer test-kit, along with completing the 

development for a prototype of the proprietary scoring algorithm.  The performance metrics of the test were 

evaluated in a clinical study of 334 patients, the results of which has been published in the peer- reviewed 

international journal ‘Cancers’, as summarized above.  Concurrently, Cleo has also filed a further provisional patent 

application based on the findings. 

 

ANTIBODY DEVELOPMENT 

A key objective for the Company is to develop its own antibodies and target proteins which will allow control of 

supply, quality, cost and high-performance of key reagents that will underpin the consistent and reliable manufacture 

of test-kits.  Cleo can confirm that Surface Plasmon Resonance Analysis has shown that the core antibodies of the 

CXCL10 active ratio test are binding to their respective targets with high affinity and are suitable for commercial 

assay development and upscaling in commercial manufacturing.  Hybridomas to produce the supporting biomarker 

antibodies are also well progressed, with expected completion of the full test-kit panel in Q2 CY2024. 

 

SELECTION PROCESS FOR ANTIBODY MANUFACTURING PARTNER  

Cleo is in the late stages of evaluating four commercial antibody manufacturing partners as part of a robust tender 

process.  The evaluation process considers a competitive review of the capabilities of each potential partner to 

ensure that the partner ultimately selected can deliver commercial product to the standard required by Cleo, which 

is largely set by regulatory bodies such as the Food and Drug Administration (FDA) and potential customer groups. 
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Figure 1: Indicative high-level timeline for the commercial development of Cleo’s  

ovarian cancer test-kit for the initial Surgical Triage Test market. 
 

CORPORATE 

The Company had cash reserves of A$10.1M as at 31 December 2023. 

 

Board Enhancement 

The Company confirmed current Chief Scientific Officer and Executive Director, Dr Andrew Stephens, role would 

move to full-time effective 1 October, 2023.  Following the Company’s successful listing on the ASX in August, Dr 

Andrew Stephens agreed to expand his commitment to the Company by moving his Chief Scientific Officer and 

Executive Director responsibilities to full-time, up from three days per week part-time.  All remaining terms and 

conditions of Dr Stephens employment agreement are unchanged. 

 

The enhancement to Cleo’s Board capacity was designed to direct clear executive focus on the Company’s phased 

development strategy to deliver a simple and accurate blood test capable of detecting ovarian cancer at every 

stage. 

 

Use of Funds 

A comparison of the use of funds since the date of admission, to the use of funds statement contained within the 

Company’s Prospectus, as required by ASX Listing Rule 4.7C.2 is as follows: 

Allocation of funds* 
Expenditure described in 

Use of Funds in Prospectus 
($’000) 

Actual use of funds - 
Quarter Ended  

31 December 2023 ($’000) 

Year One 

Triage Test $1,486 $358 

Screening Test and Recurrence Test   $200 - 

Antibody manufacturing and other business 

development 
$2,125 $49 

General administration and working capital^ $1,045 $704 

Costs of the Offer# $1,082 $1,030 

Infrastructure, equipment, lab space $240 $35 

TOTAL $6,178 $2,176 
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Year Two 

Triage Test $2,410 - 

Screening Test and Recurrence Test   $2,154 - 

Antibody manufacturing and other business 

development 
$200 - 

General administration and working capital^ $1,186 - 

Costs of the Offer# - - 

Infrastructure, equipment, lab space $240 - 

TOTAL $6,190 - 

* Refer to the Cleo Replacement Prospectus of 18 August 2023 for full details. 

^ Working capital expenditure is to be applied towards funds required to expand the business and towards administration costs associated with the Company.  

These costs include costs for wages and salaries, occupancy costs,  professional  consultants’  fees,  compliance  and  reporting  costs  associated  with  running  

an  ASX  listed  company,  as  well  as  other  typical  administration  costs.  Working capital also includes surplus funds and funds that may be applied to future 

acquisitions. 

# The expenses  paid  or  payable  by  the  Company  in  relation  to  the  Offers  are  summarised  in  Section 8.8 of the Prospectus. 

 

PAYMENTS TO RELATED PARTIES   

As outlined in section 6 of the attached Appendix 4C, payments to related parties of the entity and their associates, 

totals A$94k, relate to fees and salaries paid to executive and non-executive Directors during the quarter. 

 

 

-ENDS- 
 

This ASX announcement was authorised for release on behalf of the CLEO Diagnostics Ltd Board by: 
Richard Allman, Chief Executive Officer. 

 

For more information, contact: 

Richard Allman 
Chief Executive Officer 

+613 9614 0000  

office@cleodx.com 

Elvis Jurcevic 
Investor Relations 

+614 08 268 271 

ej@cleodx.com 
 

 
Forward Looking Statements: This release may contain certain forward-looking statements with respect to matters including but not limited to the financial 

condition, results of operations and business of Cleo and certain of the plans and objectives of Cleo with respect to these items. These forward-looking statements 

are not historical facts but rather are based on Cleo’s current expectations, estimates and projections about the industry in which Cleo operates, and its beliefs 

and assumptions. Words such as "anticipates," "expects," "intends," "plans," "believes," "seeks," "estimates", "guidance" and similar expressions are intended to 

identify forward looking statements and should be considered an at-risk statement. Such statements are subject to certain risks and uncertainties, particularly 

those risks or uncertainties inherent in the process of developing technology and in the endeavour of building a business around such products and services. These 

statements are not guarantees of future performance and are subject to known and unknown risks, uncertainties and other factors, some of which are beyond 

the control of Cleo, are difficult to predict and could cause actual results to differ materially from those expressed or forecasted in the forward looking 

statements. Cleo cautions shareholders and prospective shareholders not to place undue reliance on these forward-looking statements, which reflect the view of 

Cleo only as of the date of this release. The forward-looking statements made in this announcement relate only to events as of the date on which the statements 

are made. Cleo will not undertake any obligation to release publicly any revisions or updates to these forward-looking statements to reflect events, circumstances 

or unanticipated events occurring after the date of this announcement except as required by law or by any appropriate regulatory authority. 

 

 

 

About Cleo Diagnostics Ltd ASX:COV 

CleoDX aims to bring to market a simple blood test for the accurate and early diagnosis of ovarian cancer based on the novel patented 

CXCL10 biomarker, which is produced early and at high levels by ovarian cancers but is largely absent in non-malignant disease.  The test 

aims to distinguish benign from malignant growths in a standard format that will be readily compatible with existing equipment used by 

diagnostic laboratories 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 with 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 which underpins its operations and the ovarian cancer tests.  

The clinical unmet worldwide need is urgent.  An accurate and early detection blood test could shift survivability for ovarian cancer significantly 

as seen with other cancers.  Cleo is advancing the availability of its simple blood test, under a modular execution strategy which is designed 

to eventually address all ovarian cancer detection markets with specific tests including surgical triage, recurrence, high risk, and early-stage 

screening. 
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Rule 4.7B 

ASX Listing Rules Appendix 4C (17/07/20) Page 1 
+ See chapter 19 of the ASX Listing Rules for defined terms. 

Appendix 4C 

Quarterly cash flow report for entities 
subject to Listing Rule 4.7B 

Name of entity 

CLEO DIAGNOSTICS LTD 

ABN  Quarter ended (“current quarter”) 

13 655 717 169  31 DECEMBER 2023 

 

Consolidated statement of cash flows Current quarter 
$A’000 

Year to date (6 
months) 
$A’000 

1. Cash flows from operating activities 

- - 1.1 Receipts from customers 

1.2 Payments for  

(215) (407) 
 (a) research and development (including 

R&D staff costs) 

 (b) product manufacturing and operating 
costs 

- - 

 (c) advertising and marketing (102) (177) 

 (d) leased assets - - 

 (e) staff costs (excluding R&D staff costs) (101) (163) 

 (f) administration and corporate costs (177) (364) 

1.3 Dividends received (see note 3) - - 

1.4 Interest received 43 43 

1.5 Interest and other costs of finance paid - - 

1.6 Income taxes paid - - 

1.7 Government grants and tax incentives - - 

1.8 Other (provide details if material) - - 

1.9 Net cash from / (used in) operating 
activities 

(552) (1,068) 

 

2. Cash flows from investing activities 

- - 

2.1 Payments to acquire or for: 

 (a) entities 

 (b) businesses - - 

 (c) property, plant and equipment - (35) 

 (d) investments - - 

 (e) intellectual property - - 

F
or

 p
er

so
na

l u
se

 o
nl

y



Appendix 4C 
Quarterly cash flow report for entities subject to Listing Rule 4.7B 

 

ASX Listing Rules Appendix 4C (17/07/20) Page 2 
+ See chapter 19 of the ASX Listing Rules for defined terms. 

Consolidated statement of cash flows Current quarter 
$A’000 

Year to date (6 
months) 
$A’000 

 (f) other non-current assets - - 

2.2 Proceeds from disposal of: 

- -  (a) entities 

 (b) businesses - - 

 (c) property, plant and equipment - - 

 (d) investments - - 

 (e) intellectual property - - 

 (f) other non-current assets - - 

2.3 Cash flows from loans to other entities - - 

2.4 Dividends received (see note 3) - - 

2.5 Other (provide details if material) - - 

2.6 Net cash from / (used in) investing 
activities 

- (35) 

 

3. Cash flows from financing activities 

- 12,000 
3.1 Proceeds from issues of equity securities 

(excluding convertible debt securities) 

3.2 Proceeds from issue of convertible debt 
securities 

- - 

3.3 Proceeds from exercise of options - - 

3.4 Transaction costs related to issues of 
equity securities or convertible debt 
securities 

(64) (1,030) 

3.5 Proceeds from borrowings - - 

3.6 Repayment of borrowings - - 

3.7 Transaction costs related to loans and 
borrowings 

- - 

3.8 Dividends paid - - 

3.9 Other (provide details if material) - - 

3.10 Net cash from / (used in) financing 
activities 

(64) 10,970 

 

4. Net increase / (decrease) in cash and 
cash equivalents for the period 

10,723 240 
4.1 Cash and cash equivalents at beginning of 

period 

4.2 Net cash from / (used in) operating 
activities (item 1.9 above) 

(552) (1,068) 

4.3 Net cash from / (used in) investing activities 
(item 2.6 above) 

- (35) 
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Appendix 4C 
Quarterly cash flow report for entities subject to Listing Rule 4.7B 

 

ASX Listing Rules Appendix 4C (17/07/20) Page 3 
+ See chapter 19 of the ASX Listing Rules for defined terms. 

Consolidated statement of cash flows Current quarter 
$A’000 

Year to date (6 
months) 
$A’000 

4.4 Net cash from / (used in) financing activities 
(item 3.10 above) 

(64) 10,970 

4.5 Effect of movement in exchange rates on 
cash held 

- - 

4.6 Cash and cash equivalents at end of 
period 

10,107 10,107 

 

5. Reconciliation of cash and cash 
equivalents 
at the end of the quarter (as shown in the 
consolidated statement of cash flows) to the 
related items in the accounts 

Current quarter 
$A’000 

Previous quarter 
$A’000 

5.1 Bank balances 1,091 1,723 

5.2 Call deposits 9,016 9,000 

5.3 Bank overdrafts - - 

5.4 Other (provide details) - - 

5.5 Cash and cash equivalents at end of 
quarter (should equal item 4.6 above) 

10,107 10,723 

 

6. Payments to related parties of the entity and their 
associates 

Current quarter 
$A'000 

6.1 Aggregate amount of payments to related parties and their 
associates included in item 1 

 

94 

6.2 Aggregate amount of payments to related parties and their 
associates included in item 2 

 

- 

Note: if any amounts are shown in items 6.1 or 6.2, your quarterly activity report must include a description of, and an 
explanation for, such payments. 
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Appendix 4C 
Quarterly cash flow report for entities subject to Listing Rule 4.7B 

 

ASX Listing Rules Appendix 4C (17/07/20) Page 4 
+ See chapter 19 of the ASX Listing Rules for defined terms. 

7. Financing facilities 
Note: the term “facility’ includes all forms of financing 
arrangements available to the entity. 

Add notes as necessary for an understanding of the 
sources of finance available to the entity. 

Total facility 
amount at quarter 

end 
$A’000 

Amount drawn at 
quarter end 

$A’000 

7.1 Loan facilities - - 

7.2 Credit standby arrangements - - 

7.3 Other (please specify) - - 

7.4 Total financing facilities - - 

   

7.5 Unused financing facilities available at quarter end - 

7.6 Include in the box below a description of each facility above, including the lender, interest 
rate, maturity date and whether it is secured or unsecured. If any additional financing 
facilities have been entered into or are proposed to be entered into after quarter end, 
include a note providing details of those facilities as well. 

 

 

 

 

8. Estimated cash available for future operating activities $A’000 

8.1 Net cash from / (used in) operating activities (item 1.9) (552) 

8.2 Cash and cash equivalents at quarter end (item 4.6) 10,107 

8.3 Unused finance facilities available at quarter end (item 7.5) - 

8.4 Total available funding (item 8.2 + item 8.3) 10,107 

   

8.5 Estimated quarters of funding available (item 8.4 divided by 
item 8.1) 

18 

Note: if the entity has reported positive net operating cash flows in item 1.9, answer item 8.5 as “N/A”. Otherwise, a 
figure for the estimated quarters of funding available must be included in item 8.5. 

8.6 If item 8.5 is less than 2 quarters, please provide answers to the following questions: 

 8.6.1 Does the entity expect that it will continue to have the current level of net operating 
cash flows for the time being and, if not, why not? 

 Answer:  N/A 

 

 8.6.2 Has the entity taken any steps, or does it propose to take any steps, to raise further 
cash to fund its operations and, if so, what are those steps and how likely does it 
believe that they will be successful? 

 Answer:  N/A 

 

 8.6.3 Does the entity expect to be able to continue its operations and to meet its business 
objectives and, if so, on what basis? 

 Answer: N/A 

 

 Note: where item 8.5 is less than 2 quarters, all of questions 8.6.1, 8.6.2 and 8.6.3 above must be answered. 
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Appendix 4C 
Quarterly cash flow report for entities subject to Listing Rule 4.7B 

ASX Listing Rules Appendix 4C (17/07/20) Page 5 
+ See chapter 19 of the ASX Listing Rules for defined terms. 

Compliance statement 

1 This statement has been prepared in accordance with accounting standards and policies 
which comply with Listing Rule 19.11A. 

2 This statement gives a true and fair view of the matters disclosed. 

Date: .........31 January 2024............................................... 

Authorised by:  .........the Board.......................................................... 
(Name of body or officer authorising release – see note 4) 

Notes 

1. This quarterly cash flow report and the accompanying activity report provide a basis for informing the market about the
entity’s activities for the past quarter, how they have been financed and the effect this has had on its cash position. An
entity that wishes to disclose additional information over and above the minimum required under the Listing Rules is
encouraged to do so.

2. If this quarterly cash flow report has been prepared in accordance with Australian Accounting Standards, the definitions
in, and provisions of, AASB 107: Statement of Cash Flows apply to this report. If this quarterly cash flow report has been
prepared in accordance with other accounting standards agreed by ASX pursuant to Listing Rule 19.11A, the
corresponding equivalent standard applies to this report.

3. Dividends received may be classified either as cash flows from operating activities or cash flows from investing activities,
depending on the accounting policy of the entity.

4. If this report has been authorised for release to the market by your board of directors, you can insert here: “By the board”.
If it has been authorised for release to the market by a committee of your board of directors, you can insert here: “By the
[name of board committee – eg Audit and Risk Committee]”. If it has been authorised for release to the market by a
disclosure committee, you can insert here: “By the Disclosure Committee”.

5. If this report has been authorised for release to the market by your board of directors and you wish to hold yourself out as
complying with recommendation 4.2 of the ASX Corporate Governance Council’s Corporate Governance Principles and
Recommendations, the board should have received a declaration from its CEO and CFO that, in their opinion, the financial
records of the entity have been properly maintained, that this report complies with the appropriate accounting standards
and gives a true and fair view of the cash flows of the entity, and that their opinion has been formed on the basis of a
sound system of risk management and internal control which is operating effectively.
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