
 

 

 

 
Singular Health Group Ltd: SHG 

ASX Announcement 
15th November 2022 

Clarification to ASX Announcement dated 8th November 2022 

Singular Health Group Ltd (ASX: SHG) (“Singular Health”, or “the Company”) wishes to 

provide a clarification to its announcement on 8th November 2022 entitled “3Dicom Appoints 

US-Agent & 3Dicom Partner Program Member” with further disclosure of key terms set out 

below.  The key terms of each appointment are summarised below: 

Appointment of US-based Agent – Kelyniam Global 

Name of Counterparty Kelyniam Global Inc (OTC: KLYG) 

Term of the contract 24 months commencing 8 November 2022 with 1-year 

automatic extensions unless terminated with 30 days’ notice.  

Nature of products or 

services provided by 

counterparty 

Kelyniam Global to act as the Company’s US-based agent to 

the Food and Drug Administration (FDA), fulfilling regulatory 

requirements and being the liaison between Singular Health 

and the FDA for the 3Dicom MDTM medical device. 

Significance of this 

contract to Singular 

Health 

Under the Public Health Security and Bioterrorism 

Preparedness and Response Act of 2022, the FDA require all 

foreign manufacturers of medical devices to have in-country 

representation prior to, and during, the marketing and sale of 

medical devices in the USA.  

Following the granting of the 510(k) regulatory clearance for 

the 3Dicom MDTM (see ASX Announcement of 27 October 

2022) this appointment was the final regulatory hurdle and 

one that could have necessitated the Company incurring 

material expenditure and time delay if actioned via the setup 

of a US subsidiary and hiring of local employees. 

Obtaining Class II diagnostic SaMD clearance for 3Dicom 

from the FDA was one of the key components of Stage 2 of 

the Company’s commercialisation strategy outlined in Section 

2.9 of the Company’s prospectus (page 32) dated 9th 

December 2020.  

The successful completion of this hurdle through the 

appointment of Kelyniam as US-based agent was deemed to 

be a material advancement of this strategy and demonstrable 

evidence to the commercialisation of the core business 

activity of the Company. 

Any material conditions 

to be satisfied (if any) 
N/A 
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Any other material 

information 

The fees payable to Kelyniam Global are USD$2,000 per 

annum 

 

Founding Member of Partner Program – CG1 Solutions 

Name of Counterparty Charlie Golf One, LLC 

Term of the contract 12 months commencing 8 November 2022 with automatic 1-

year renewals unless terminated by either party on 15 days 

written notice. 

Nature of products or 

services provided by 

counterparty 

Non-exclusive promotion, distribution, and support of Singular 

Health’s core software product, 3Dicom, within the United 

States.  

Significance of this 

contract to Singular 

Health 

Charlie Golf One were the inaugural party to sign the 3Dicom 

Partner Program agreement, providing Singular Health with 

in-country representation for commercial opportunities with 

their existing client base of US hospitals and clinics in Florida. 

As stated in page (ix) of the Company’s prospectus dated 9th 

December 2020, the proceeds of the Company’s initial public 

offer were to be applied to assist Singular Health to execute 

its growth strategy, focusing on increasing sales and 

marketing support for Singular Health’s partner network.  

Due to the domestic and international travel restrictions 

imposed just 1-month post listing on ASX, the Company had 

to defer these partner network efforts until travel could re-

commence in 2022. Since travel restrictions have eased, the 

Company has attended numerous trade shows and potential 

partner negotiations in the US and Europe, yielding the 

appointment of Charlie Golf One (and a subsequent Partner 

Program member in Europe) in line with the original stated 

intent.  

Further, “convincing potential consumers and partners of the 

benefits of Singular Health’s technology and the ability to 

provide services and products of sufficient quality in a timely 

manner with adequate post-sale technical and administrative 

support to ensure recurring usage” was identified as one of 

the key commercialisation, market, and scalability risks (page 

9, Company’s prospectus dated 9th December 2020).  

The successful appointment of CG1 as the inaugural partner 

could reasonably be viewed by shareholders as a material 

advancement in the de-risking of Singular Health’s 

commercialisation strategy, and again validates that Singular 

Health’s primary focus clearly remains on commercialising its 

Volume Rendering Platform (VRP) IP. 

http://www.singular.health/
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Any material conditions Each party is to incur their own costs. 

Charlie Golf One (and any other members of the Partner 

Program) will be an independent contractor and not an agent 

or legal representative of Singular Health. 

There are no minimum performance targets, however 

Singular Health has no financial liabilities owing to members 

of the Partner Program. Remuneration is calculated based on 

tiered performance targets which are commercial-in-

confidence and can be negotiated on a case-by-case basis. 

Any other material 

information 

N/A 

 

This announcement is authorised for release by the Board of Directors of the Company. 

Ends 

 

For further information contact 

Investors Corporate 

James Hill 

+61 413 825 646 

jhill@singular.health 

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.  

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   

 

http://www.singular.health/
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