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Company Overview 
 

Frontier Genomics Pty Ltd, is a private company established in February 20018, based in 

New South Wales.  In conjunction with the University of Sydney, Frontier Genomics is 

actively developing a series of Clinical Decision Support information systems that we intend 

for use in the analysis of data gathered by genetic tests.   

 

These Clinical Decision Support information systems are predictive analytical software 

programs that utilise algorithms incorporating Machine Learning software to perform meta-

analyses of clinical datasets.  These programmes will produce statistical inferences regarding 

the potential influence genetic splicing variants may have on protein synthesis.   

 

These Clinical Decision Support information systems are intended to support the research and 

analysis of genetic variants performed by trained scientists and clinicians within a pathology 

laboratory environment.  Intended use of these software programmes will form part of a 

much larger course of research required for classification of genetic variants that may cause 

disease. 

 

In light of the proposed changes to the Regulation of software, including Software as a 

Medical Device (SaMD), these Clinical Decision Support tools may meet the definition of a 

medical device in section 41BD of the Therapeutic Goods Act.  

 

 

Comments on the Proposal 
 

We welcome the opportunity to contribute feedback on how software, including Software as 

a Medical Device, is regulated in Australia. 

 

As a prospective manufacturer of Software as a Medical Device, we firmly believe in the 

value of a legislated regulatory framework that promotes product safety, quality and efficacy.  

Furthermore, we believe accreditation, within an internationally harmonised Australian 

regulatory framework, provides market participants with validation, competitive advantage 

and may reduce currently existing barriers to international market development. 
 

  








