
 

 

 
 

Singular Health Group Ltd: SHG 

ASX Announcement 
31st October 2022 

ACTIVITIES REPORT FOR THE QUARTER – 30 September 2022 

Highlights 

• Commercialisation strategy in US market commenced with FDA510(k) submission 

• Contract revenue from R&D activities 
• Technical integrations and enterprise opportunities with hardware vendors and creation 

of B2B Partner Program to establish and support global distribution channels 

• Planned divestment of GeoVR Joint Venture. 
• Lodgement of R&D Tax Refund. 

31 October 2022 – Medical technology company Singular Health Group Limited (ASX: SHG) 
(“Singular” or the “Company”) is pleased to provide the following update on the Company’s 
operations and financial position in the attached 4C Quarterly Activities and Cashflow Report 
for the September 2022 Quarter. 

Operating in the regulated medical device sector requires the laying of strong foundations 
for growth to comply with quality and regulatory requirements, develop trust with suppliers, 
potential distributors and commercial partners, and to provide solutions that provide value 
to medical practitioners and the growing “Consumer Patient” market. 

The September Quarter saw the culmination of numerous long-term foundation building 
initiatives by Singular Health, particularly the: 

• Successful submission of a US FDA 510(k) regulatory clearance to allow diagnostic 
use and sale in the lucrative US diagnostic medical imaging market; 

• Conducted a Medical Device Single Audit Program (MDSAP) and ISO13485 audit; 
• Integration of 3Dicom into 3rd party programs and hardware;  
• Creation of a Global Partner Program with high volume of inbound enquiries along 

with dedicated Partnerships Manager to commercialise enterprise opportunities; 
and, 

• Progression of commercial R&D projects such as AOWA Healthy Bones project 
($60K contracted revenue), Osteopore Cranial Implant project (~$20K contracted 
revenue), and Customa IMCRC project ($25,000 plus ongoing license fee). 

Additionally, the Company continued with key commercial and corporate opportunities 
announcing the intent to divest its interest in the GeoVR JV (ASX Announcement: Singular 
Health Announces Planned Divestment of GeoVR Asset – 8 August 2022), the raising of 
$800,000 through a Convertible Note (ASX Announcement: SHG Secures Convertible Note 
Investment – 10 August 2022), and the lodgement of the R&D Tax Refund for the FY21/22 
financial year which should provide a cash in-flow of ~AUD$350,000 in Q2 FY22/23. 
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United States Commercialisation Strategy 

Whilst the US market has traditionally been viewed as more expensive, and complex than 
the Australian, New Zealand, and European markets, significant changes to medical 
device regulations in the EU and Australia over the past 24 months, combined with 
continued strong growth in the US healthcare market has seen FDA clearance become 
the preferred initial point of entry for many MedTech companies.  

With the ability to eventually utilise recognition of international approvals (along with 
ISO13485 and MDSAP) to gain TGA approval, the decision to cost-effectively pursue the 
US market and a FDA510(k) clearance first was determined to be the fastest go-to-market 
pathway. 

To better help shareholders to understand Singular Health’s commercialisation strategy for 
the US market, and associated key milestones (including those achieved in the September 
Quarter), the following summation of the strategy past, present, and future is provided: 

Analysis of Existing Competitive & Regulatory Landscape (Completed in July 2022) 

Due to the preferred pathway of FDA510(k) clearance requiring “Substantial 
Equivalence”, competitive analysis, usability and user testing was conducted and the 
3Dicom software was developed to not only match, but exceed, the capabilities of the 
predicate device. 

Validation of 3Dicom MD & Surgical MVPs (Concluded in August 2022) 

Using beta releases of 3Dicom MD, price elasticity testing through limited sales as a non-
diagnostic device online, and attendance at tradeshows throughout 2021 and 2022, the 
features, pricing and use cases of 3Dicom MD (now approved) and 3Dicom Surgical 
(under development for 2023 approvals), were validated by patients and practitioners. 

Obtain regulatory clearance for 3Dicom MD software (Completed in October 2022) 

After the Quarter, the Company received FDA510(k) Clearance to market the 3Dicom 
MD product as a diagnostic Software-as-a-Medical-Device (SaMD) in the US (ASX 
Announcement: US FDA 510(k) Clearance for 3Dicom MD – 27 October 2022). 

Appoint US-based Agent for FDA (Ongoing) 

Singular will appoint a US-based agent to comply with FDA requirements prior to 
marketing the 3Dicom MD software. The Company is in advanced discussions with 
potential US-agents with a decision imminent. 

Determine Reimbursement Opportunities (Ongoing) 

The US market comprises of patients, practitioners, and payers (either US Medicare or 
private health insurance). Singular has already identified several Common Procedural 
Terminology (CPT) codes applicable for the 3Dicom MD software to claim 
reimbursements from payers and will be commissioning a report to identify additional CPT 
codes and reimbursement opportunities for practitioners and patients. 

Appoint Local Non-Exclusive Partners / Distributors (Ongoing) 

Subject to the appointment of a US-based agent, Singular will look to appoint local non-
exclusive Partners to the newly created Global Partner Program, providing commissions, 
marketing support, and integrations for medical device companies, medical sales reps, 
and service providers who promote and sell the 3Dicom software. Dr Martina Mariano, 
PhD has been appointed as Global Partnership Manager, with to represent the company 

http://www.singular.health/
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at the 2022 MedTech conference in Boston and Medica conference (Europe’s largest 
medical tradeshow) in Dusseldorf. 

Add In-Country Expertise 

Singular is constantly assessing the composition of its advice to ensure that the skills and 
expertise of the members reflect the current activities and direction of the Company.   To 
assist in navigating the complex Patient, Practitioner, Payer landscape in the US market, 
the Company is currently assessing candidates with industry knowledge of the US 
healthcare market to complement our advisory team. 

Accelerate Direct to Consumer sales  

Notwithstanding the enterprise sales approach through the Partner Program for the 
regulated 3Dicom MD (and ultimately 3Dicom Surgical) software, the Company is already 
employing a direct-to-consumer (D2C) approach through the online sales channel at 
3dicomviewer.com for the non-diagnostic 3Dicom Patient and 3Dicom R&D products. 
Ongoing search engine optimisation and conversion rate optimisation is yielding early 
results and will continue to be an ongoing area of focus in the next Quarter. 

Research & Development Activities  

ECU and AOWA 

The September quarter saw the announcement of a 2-year project with Edith Cowan 
University (ECU) and the Arthritis and Osteoporosis Foundation of Western Australia 
(AOWA) in which Singular Health shall assist by providing access to the Health Literacy 
Academy platform and be remunerated $60,000 for the procurement of 3D virtual 
anatomical models to provide interventional education of bone health at young ages. 

Osteopore Cranial AI Model 

Having previously worked with Osteopore (ASX: OSX), the relationship between the two 
companies was strengthened during the Quarter with the announcement of a 
Cooperation Agreement (ASX Announcement: Collaborative Agreement signed with OSX 
– 1 August 2022) under which Singular is progressing with developing a bespoke cranial 
implant AI model for Osteopore tailored to their material, manufacturing, and clinical 
requirements. 

Additionally, the Company’s 3Dicom R&D non-diagnostic DICOM viewer has been 
commercalised through direct-to-consumer online sales and has yielded many inbound 
enquiries for technical integrations, AI model usage, and commercial add-ons. 

Customa IMCRC Accelerate Project 

During the period, human ethics submissions to the University of Western Australia 
(UWA) and CSIRO were approved. Participant recruitment to obtain scan data for to 
assess the surface scan software commenced. 

Updates on the development of software has led to the release of version v2.04.  Features 
now include: 

• More intuitive/friendly design workflow 

• Dynamic design update when changing inner and outer seal thicknesses 

• Mould alignment 

• Discussion on licensing agreement has been started 

http://www.singular.health/
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Divestment of GeoVR JV 

Singular Health has begun the process of divesting its interest in GeoVR with GeoVR JV 
partner, TerraCentric Pty Ltd, undertaking due diligence to acquire Singular Health’s 50% 
shareholding in GeoVR. A transaction value of AUD$500,000 has been negotiated for the 
shareholding, subject to standard adjustments and due diligence (ASX Announcement: 
Singular Health Announces Planned Divestment of GeoVR Asset – 8 August 2022).  

The GeoVR IP allows for the 3D visualisation of large datasets to create a collaborative, 
interactive virtual twin of mineral exploration and ongoing resource extraction activities from 
commonly used data formats and is a complementary addition to TerraCentric’s parent 
company, FlowCentric Technologies Pty Ltd’s existing mineral resource software offerings. 

Convertible Note 

During the Quarter, the Company raised $800,000 through the issuance of convertible 
notes to a prominent Perth-based dentist (and user of the non-diagnostic 3Dicom R&D 
software) and to an early-stage investor of Singular Health (ASX Announcement: SHG 
Secures Convertible Note Investment – 10 August 2022).  
Singular would like to thank these investors and all Shareholders for their continual support.  

Business Activities Expenditure 

In accordance with ASX Listing Rule 4.7C.1, with respect to operating activities expenditure, 
Singular can confirm total direct operating expenditure was $856,000 for the September 
2022 quarter, consisting of research and development expenses of $189,000, advertising 
and marketing costs of $65,000, staff costs of $335,000, administration and corporate costs 
of $245,000, lease payments of $20,000, and interest and other payments of $2,000. Net 
cash used in the operating activities was $830,000 due to cash inflows totalling $26,000 
from revenue. 

Compliance  

Pursuant to Listing Rule 4.7C.2, the Company provides the following comparison of its actual 
group expenditure on the individual items in the “use of funds” statement in its IPO 
prospectus since the date of its admission to ASX’s official list against the estimated 
expenditure on those items in the “use of funds” statement in the prospectus and an 
explanation of any material variances. 

Use of Funds 
Estimate for the two years post ASX admission (as 

per Prospectus 9 December 2020) 

Actual Use to 
30 September 

2022 

% of 
Total 

Costs of the Offer $505,000 $343,894 68% 

Hardware Purchases $700,000 $261,192 37% 

Marketing & IP Certification $1,163,319 $679,698 58% 

Staffing Costs $1,700,000 $2,490,577 147% 

Research and Development $1,465,000 $1,121,560 77% 

Working Cap & Corp Costs $700,000 $1,004,275 143% 

Loan Repayment $166,681 $166,857 100% 

TOTAL $6,400,000 $6,068,053 95% 

http://www.singular.health/
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Corporate Activities 

In accordance with Listing Rule 4.7C.3, the Company advises that payments to related 
parties of the entity and their associates during the Quarter amounted to $118,000. 
Amounts included in 6.1 attached 4C relates to remuneration paid to Directors. 
 
Authorised for release by the Board of Directors. 
 
Ends 

For further information contact 

Investors Corporate Corporate 

James Hill 
+61 413 825 646 
jhill@singular.health 

Steven Wood 
Company Secretary 
sw@grangeconsulting.com.au 

Steven Wood 
Company Secretary 
sw@grangeconsulting.com.au 

About Singular Health: 

Singular Health Group Limited (ASX:SHG) is a medical technology company that empowers 
practitioners and patients via personalised surgical planning solutions that drive better 
health outcomes.  

Singular Health has developed a proprietary Volumetric Rendering Platform (VRP) that 
leverages existing 2D radiological images to generate fully immersive patient-specific 3D/VR 
models. Although Singular Health’s VRP technology is applicable to other sectors in which 
the visualisation of dynamic data is crucial, with it already being utilised in the mining sector, 
the Company’s core focus is on the medical sector. 

Complementing its VRP technology, Singular Health has acquired Virtual Surgical Planning 
software and a 25% stake in medical-grade 3D printing company Additive Engineering. 
These investments represent key milestones in Singular Health’s efforts to commercialise its 
‘Scan to Surgery’ initiative, a world-first vertically integrated platform that revolutionises the 
planning and execution of personalised surgical procedures.  

A successful full-scale commercialisation of this end-to-end personalised surgical planning 
platform will give Singular Health the capability to penetrate a multi-billion-dollar global 
market opportunity in the medical visualisation and additive manufacturing spaces. 

With Singular Health, practitioners are empowered by having the ability to collaborate with 
producers of patient-specific medical components in real-time while patients benefit from 
having access to easily comprehensible and enhanced medical information. 

To learn more, please visit: www.singular.health   

About Scan to Surgery 

Scan to SurgeryTM is a disruptive technology driven process that revolutionises the planning 
and execution of surgical procedures, reducing cost and improving patient outcomes. Built 
on the backbone of MFTP, incorporating 3D/VR scan review with virtual surgical planning 
software and utilising local additive manufacturing facilities, Scan to SurgeryTM aims to 
rapidly deliver patient-specific solutions. 

http://www.singular.health/
about:blank
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Appendix 4C 

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

Name of entity 

Singular Health Group Limited 

ABN  Quarter ended (“current quarter”) 

58 639 242 765  30 September 2022 

 

Consolidated statement of cash flows Current quarter 
$A’000 

Year to date (3 
months) 
$A’000 

1. Cash flows from operating activities 
26 26 1.1 Receipts from customers 

1.2 Payments for  

(189) (189)  (a) research and development 

 (b) product manufacturing and operating 
costs 

- - 

 (c) advertising and marketing (65) (65) 

 (d) leased assets (20) (20) 

 (e) staff costs (335) (335) 

 (f) administration and corporate costs (245) (245) 

1.3 Dividends received (see note 3) - - 

1.4 Interest received - - 

1.5 Interest and other costs of finance paid (1) (1) 

1.6 Income taxes paid - - 

1.7 Government grants and tax incentives - - 

1.8 Other  (1) (1) 

1.9 Net cash from / (used in) operating 
activities 

(830) (830) 

 

2. Cash flows from investing activities 

- - 

2.1 Payments to acquire or for: 

 (a) entities 

 (b) businesses - - 

 (c) property, plant and equipment - - 

 (d) investments - - 

 (e) intellectual property - - 

 (f) other non-current assets - - 
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Consolidated statement of cash flows Current quarter 
$A’000 

Year to date (3 
months) 
$A’000 

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  - - 

2.6 Net cash from / (used in) investing 
activities 

- - 

 

3. Cash flows from financing activities - 
- 

- 
- 3.1 Proceeds from issues of equity securities 

(excluding convertible debt securities) 

3.2 Proceeds from issue of convertible debt 
securities 

800 800 

3.3 Proceeds from exercise of options - - 

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

(48) (48) 

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 

752 752 

 

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

1,140 1,140 
4.1 Cash and cash equivalents at beginning of 

period 

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

(830) (830) 

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

752 752 



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 (3 
months) 
$A’000 

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

- - 

4.5 Effect of movement in exchange rates on 
cash held 

- - 

4.6 Cash and cash equivalents at end of 
period 

1,062 1,062 

 

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 1,062 1,138 

5.2 Call deposits - - 

5.3 Bank overdrafts - - 

5.4 Other (Joint Venture Cash Entitlement) - 2 

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

1,062 1,140 

 

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 

118 

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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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) (830) 

8.2 Cash and cash equivalents at quarter end (item 4.6) 1,062 

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

8.4 Total available funding (item 8.2 + item 8.3) 1,062 
   

8.5 Estimated quarters of funding available (item 8.4 divided by 
item 8.1) 1.28 

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:  Yes  
 

 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: In addition to the submitted 2022 R&D Tax Concession and the ongoing process of 
selling the Company’s share of GeoVR, the Company is considering funding options 
which will allow it to further progress its projects. The Company believes it will be 
able to raise further equity, or debt, if and as required, as exhibited by the 
successful completion of its initial public offering of $6 million completed in March 
2021 quarter and more recently the convertible note raise completed in the 
September 2022 quarter.  
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 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: Yes, the Company expects to be able to continue its operations and to meet its 
business objectives based on its response to items 1 and 2 above. 

 

 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. 
 

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. 

 

  31 October 2022 

Date: ................................................................................... 

 

  The Board of Directors 

Authorised by:  ................................................................................... 
(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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