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As Surgical Director of RACS ASERNIP-S, I welcome the opportunity to provide a submission to 
the Therapeutic Goods Administration (TGA) public consultation: Scope of regulated software­
based products. 

ASERNIP-S acknowledges the challenge posed in regulating Software as a Medical Device 
(SaMD). The proposed reform attempts to address the limitation of the form regulatory framework 
that previously considered only the physical interactions of medical devices and the potential to 
cause harm. As per TGA's preamble, " ... information is the source of harm. Software that processes 
data to provide information to be used in treating a person, for example, a diagnosis of a disease, 
or the specification of a therapy to be delivered, can cause harm when the information is incorrect" 
(page 7, Consultation: Scope of regulated software-based products, March 2020 [Consultation]). 

ASERNIP-S agrees that all software-based devices that have the potential to cause harm should 
be subjected to rigorous review before their inclusion on the Australian Registry of Therapeutic 
Goods (ATRG). The summary of classification rules (Table 1, page 8, Consultation) and need for 
the minimum conformity assessment procedures are a sensible and reasonable start. 

The challenge in regulating medical devices is their rapid development and revision. Many 
revisions constitute minor adjustments that improve the device functionality as originally assessed 
and do not alter how the device fundamental behaves. In contrast, other revisions represent 
significant changes in design that have significant impact on the device's safety profile. For SaMDs, 
significant changes in code that controls functionality and generation of information used to 
diagnose or manage health should be considered novel designs and subject to review. 

A further challenge when considering the regulatory framework for SaMDs is the nature of industry, 
which spans small start-up companies to multination technology giants. This diversity means 
individual companies have varying ability to fund the regulatory processes for inclusion of a SaMD 
on the ARTG and may stifle development of SaMDs by the start-up entrepreneurs. 

The concept of "Carve-out" based on exclusion and exemption as applied to SaMDs is welcomed. 
However, the application of these concepts is problematic, and the Consultation document 
attempts to address this through defining SaMDs that could be potentially excluded and exempted 
from regulation. 

ASE RN I PS submits that the following pieces of software, irrespective of whether the software 
provides class based or patient specific information, are removed from the exclusion or exemption 
list unless adequate alternative oversights are available: 

i) 

ii) 

Predictive analysis and 

Clinical Decision Support Software I
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