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Internal Use 

on MDSAP certification and US FDA 510(k) 
approval? 

Furthermore, the additional documents that TGA may require by exception (e.g. mechanical safety data, software 
design V^V, biocompatibility data, sterility etc.) are also part of the US FDA 510(k) submission package, where 
applicable. 
 
Hence, TGA would review same document s already reviewed by FDA. 
 
Based on the consideration above, establishing a pathway for Class III medical devices based on MDSAP 
certification and US FDA 510(k) should result in less burden and cost for both Sponsor and Regulator and support 
more timely inclusion of Class III devices. 
 
Note: please note that ResMed is not Manufacturer/Sponsor of Class III medical device therefore might not be 
aware of foreseeable/unforeseeable challenges of it implementation. 

Consultation proposal 5  
 
Are there any concerns with formalising the 
requirement for the submission of:  
(a) IFU and CER for all Class III devices 
supported by EU MDR certification?  
(b) IFU and Performance evaluation (clinical 
and analytical) reports for all Class 4 IVDs 
supported by EU IVDR certification? 

No Concerns and/or observations. However, please note that ResMed is not Manufacturer/Sponsor of Class III MD 
and/or Class 4 IVDs, therefore might not be aware of foreseeable/unforeseeable challenges of it implementation.  

Consultation question 6  
 
Do you have feedback about further 
measures to improve assessment 
timeframes? 

Provided that Sponsor are allowed to request for extension to supply information when deemed necessary and as 
the TGA is will give the opportunity to discuss issues via a phone or video call before responding, no further 
comments.   

Consultation question 7 
 
What information could the TGA provide that 
would be useful for sponsors to have greater  
visibility of application timeframes? 

ResMed appreciated that the interim system to provide timeframe visibility will need to be weighed against the 
TGA digital transformation project, where further improvement can be implemented don this matter; however, 
there are improvement that TGA should implement in the interim:  
 

• Publish: 
o clear and realistic standard processing timeframes for different types of applications, helping 

sponsors set expectations for the review process; 
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o historical data on average review times for different types of applications and categories of 
medical devices. This data can help sponsors understand how long similar applications have 
taken in the past. 

 

• Estimated Review Milestones: Break down the review process into key milestones, such as application 
validation, assessment, and decision-making. Provide estimated timeframes for each milestone;  

• Status Updates: Update the status of applications and provide notifications to sponsors when their 
applications move to the next stage or if any delays are expected. This can be done through automated 
emails or messages; 

• Estimated Queue Position: If applicable, inform sponsors of their estimated position in the queue of 
pending applications and/or Audit review. Knowing their place in line can help sponsors plan accordingly. 

•  
 
As part of the TGA digital transformation: 
 

• Online Application Tracking: Develop an online portal or system that allows sponsors to track the status of 
their applications in real-time. This portal should include information on which stage of the review process 
the application is currently in, including notifications to sponsors when their applications move to the next 
stage or if any delays are expected. 

• Develop interactive tools or calculators that allow sponsors to estimate the likely timeframe for their 
specific application based on its characteristics and complexity at a specific time (considering TGA backlog) 

 




