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From:
Sent: Thursday, 10 August 2023 7:53 PM
To: Device Reforms
Cc:
Subject: Written response to the application audit framework proposals for medical devices 

 Dear Device Reforms Department, 

Thank you for providing us with the consultaƟon paper on “Proposed applicaƟon audit framework for medical 
devices”. We truly appreciate the effort you’ve put into preparing this comprehensive paper and giving us the 
opportunity to give our feedback.  

Please find below feedback regarding the proposals outlined in the paper:  

Consultation question 1  
Is there any addiƟonal informaƟon that the TGA could publish about the new applicaƟon audit framework 
that would help with improving the quality of applicaƟons to support more Ɵmely inclusion of devices?  The 
proposiƟons made in the document are adequate and will improve the applicaƟon audit framework.  
An opƟon would be to give the sponsor more opportunity during the preliminary assessment stage to clarify 
potenƟal discrepancies such as clinical aspect to facilitate a more effecƟve process without essenƟally going 
through an audit.  
The purpose is to have more communicaƟon during this crucial phase (preliminary assessment), so that TGA 
has more evidence to decide whether or not to go ahead with an audit.  

Consultation question 2  
Are there any concerns with limiƟng mandatory audits to high‐risk devices only, noƟng that the TGA may 
select any device for a non‐mandatory audit if required?  
No concerns related to this proposal. This appears to be an appropriate approach.  

Consultation question 3  
Are there any concerns with not subjecƟng high risk medical devices (including IVDs) supported by US FDA 
PMA cerƟficaƟon to mandatory audits, noƟng that the TGA could select any such device for a non‐
mandatory audit if required?  
No concerns about this proposal. We encourage to go ahead with this proposal. This appears to be an 
appropriate reform. We encourage efforts to implement this proposal.  

Consultation question 4  
What are the merits or risks of establishing a pathway for Class III medical devices based on MDSAP 
cerƟficaƟon and US FDA 510(k) approval?  
We support the idea of establishing a pathway for class III medical devices based on MDSAP cerƟficaƟon and 
US FDA 510(k) approval. The merits seem to outweigh the risks, facilitaƟng access to inclusion for these US 
FDA 510(k) approved class III medical devices. Non‐mandatory audits can sƟll be set up by the TGA. In addiƟon, 
increased surveillance can be maintained for at least the first few years of market release.  






