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[bookmark: _Toc226530829]Purpose
The purpose of this guidance is to help sponsors and manufacturers understand the process in which the Therapeutic Goods Administration (TGA) requires sponsors and manufacturers to respond to notifications relating to post-market reviews of medical devices.
This is a guide only, and sponsors and manufacturers are encouraged to familiarise themselves with the legislative and regulatory requirements in Australia. If necessary, seek professional advice as it is the responsibility of each sponsor and/or manufacturer to understand and comply with these requirements. 
There are some repetitions of the instructions throughout this document to allow users to download or print just the section that they need at that time.
This document will evolve over time and updates and clarifications will be included as required. 
[bookmark: _Toc226530830]Introduction
This Post Market Review Compliance Dashboard (the dashboard) user guide provides step-by-step instructions on how to (pre)view and respond to a medical device post-market review (PMR) notification from the TGA through the dashboard.
The TGA may undertake a PMR of medical devices in response to emerging signals of safety, performance, or quality concerns and to ensure devices continue to meet legislative requirements. During a PMR, the TGA may send you a written notice outlining the specific information required to undertake the review or when regulatory action is being taken. The notices may include:
requests for information and/or samples, and
proposals to take action when a potential non-compliance with the legislative requirements is identified, or
notifications that regulatory action is being undertaken.
We have updated the dashboard to allow sponsors of devices included in the Australian Register of Therapeutic Goods (ARTG) (Goods included in the ARTG) and exempt goods, such as therapeutic vaping devices and device accessories (Goods not included in the ARTG), to view or respond to any notifications from the TGA through the dashboard.
[bookmark: _Toc226530831]Role types
In the dashboard, there are two role types:
Drafter: The drafter can review, upload documents, and edit responses to a notification.
Submitter: The submitter can review, upload documents, edit, and submit responses to a notification.
These roles are designated by your TGA Business Services (TBS) administrator.
[bookmark: _Toc226530832]Symbols used in this guide
	Symbol
	Meaning

	[image: Lights On with solid fill]
	Important: Highlights key information or system behaviour sponsors should be aware of.

	 [image: ]
	Information: Provides additional explanatory or contextual information.


	[image: Warning with solid fill]
	Warning: Indicates a potential risk, limitation, or consequence if not followed.




[bookmark: _Toc226530833]Section 1: How to login to the dashboard
[bookmark: _Ref223331422]The PMR compliance dashboard is found within the TGA Business Services (TBS) website which can be accessed by clicking ‘Open TGA Business Services’ (Figure 1.1) and logging in with your sponsor username and password (Figure 1.2). If you experience issues logging into your TGA Business Services (TBS) account, please contact the TGA using the details provided on the webpage linked above.

Figure 1.1: TGA Business Services (TBS) landing page showing a link to open the TGA Business Services portal.

Figure 1.2: TGA Business Services login page.
In the ‘Applications’ drop-down menu, select ‘Medical Device Post Market Compliance’ under the ‘Regulatory Compliance’ heading (Figure 1.3).
[image: TGA Business Services portal site showing that you access the medical device post market compliance dashboard from the Regulatory compliance menu]
Figure 1.3: ‘Medical Device Post Market Compliance’ located within the TGA Business Services Applications menu.
On the ‘Regulatory and Compliance Portal’ page, select the ‘Devices Compliance (PMR)’ tile to access the ‘PMR Compliance Dashboard’ (Figure 1.4).
[image: A screenshot of a computer

AI-generated content may be incorrect.]
Figure 1.4: ‘Regulatory and Compliance Portal’ home page showing how to access the dashboard.
On the ‘PMR Compliance Dashboard’, select the ‘Post Market Reviews’ tile to access your notifications (Figure 1.5). 
[image: A screenshot of a computer

AI-generated content may be incorrect.]
Figure 1.5: ‘PMR Compliance Dashboard’ home page showing how to access post market reviews.
[bookmark: _Toc226530834]Section 2: PMR Notification Dashboard overview
All notifications relating to PMRs of your medical devices will be displayed on the dashboard. 
There are three options to find and view your notifications. You can:
view your notifications by the following statuses (Figure 2.1):
Notification – Active: Select this option to view for notifications you need to review and submit a response to.
Notification – All Notifications older than 32 days: Select this option to view notifications older than 32 days.
Notification – Submitted: Select this option to view those notifications that have already been responded to. 
Notification – View Action: Select this option to view notifications that provide information on actions being taken by the TGA.
Notification – View Migrated Notifications: Select this option to view notifications which were sent from the TGA prior to the portal being deployed but were in progress at that time.

Figure 2.1: How to view your notifications by different statuses in the dashboard.
a. use the search box (magnifying glass symbol) to find notifications by typing in the review description, notification type or notification status if known (Figure 2.2), or 
	[image: ]
	To search partial text, use the asterisk (*) wildcard character.


b. sort your notification by clicking on ‘Review Description’, ‘Notification Type’, ‘Status’ and ‘Response Due Date’ column headers (Figure 2.2).



Figure 2.2: ‘PMR Notification Dashboard’ homepage showing the different ways to sort and search for notifications.
[bookmark: _Toc226530835]How to preview or view details of your notifications
2. For more information on the details of the notification, you can click on the down-arrow on the right side of the relevant notification and select ‘Preview’ (Figure 2.3).
	[image: ]
	Add an Info Tint Box from the ribbon: Insert > Quick Parts > Info Tint Box
To delete this Tint box Select the whole table and then right click and choose Cut or Ctrl X



[image: ]
Figure 2.3: Preview your notifications in the dashboard.
3. If you select ‘Preview’ (Figure 2.3) you can view the details for the notification and you have the option to print a copy of the notification by clicking on ‘Print’ (Figure 2.4).


Figure 2.4: ‘PMR Notification Preview’ page.

4. Once you have previewed your notification, click the back-browser button to go back to the ‘PMR Compliance Dashboard’.
[bookmark: _Toc226530836]How to draft a response to your notification
5. Click on the down-arrow on the right side of the relevant notification and select ‘Draft’ (Figure 2.5) to open the ‘PMR Notification Draft’ page (Figure 2.6).
	[image: ]
	Note: This is the only view in which you can add a response




Figure 2.5: Draft a response to notifications in the dashboard.




[image: A screenshot of a computer

AI-generated content may be incorrect.]
Figure 2.6: Different sections of the ‘PMR Notification Draft’ page.
Click on the ‘Expand All’ button to expand all the sections or the + button on the right to expand each section (Figure 2.6).

[image: Lights On with solid fill]

 
[image: ]Note: The ‘PMR Notification Draft’ page can have up to 5 sections that are displayed and editable depending on the type of notification you receive (Table 1). 





Table 1: Sections of the ‘PMR Notification Draft’ page that are displayed and editable depending on the notification type.
	
	Initial request for information and/or samples
	Additional/ad hoc request for information 
	Proposal to take regulatory action

	Notification Details
	✓
	✓
	✓

	Goods and Model details
	✓#
	✓
	✓#

	Legislative Breaches and Responses
	✓#
	
	

	Other Required Responses
	✓
	✓#
	✓

	Extension Requests
	✓#
	✓#
	✓#


#Editable sections for the different notifications
For notifications where a regulatory action is being undertaken, there is no option to provide a response through the dashboard. You can view or preview these notifications in the ‘Notification – View Action’ option (Figure 2.1).

[image: Lights On with solid fill]
[bookmark: _Toc226530837]Section 3: How to respond to an initial request for information and/ or samples notice.
For an initial request for information notice, you are required to provide a response in the ‘Goods and Model Details’ and ‘Legislative Breaches and Responses’ sections (Figure 3.1).

[image: A screenshot of a computer

AI-generated content may be incorrect.]
Figure 3.1: ‘PMR Notification Draft’ page highlighting the ‘Goods and Model Details, and 
Legislative Breaches and Responses sections.

[bookmark: _Toc226530838]Notification details section
In the ‘Notification Details’ section (Figure 3.2), you can:
a. view the scope of the review
b. view all the document(s) associated to the notification and download the notification letter sent to you by the TGA
c. view the list of folders that will hold the document(s) you upload as part of your submission
d. view all the documents you uploaded as part of your response, and
e. find the process to bulk upload information for the submission (see steps 26 - 35 for details). 



Figure 3.2: ‘Notification Details’ section of an initial request for information notification showing the   different folders and bulk upload functionality.

[bookmark: _Toc226530839]Goods and model details section
In the ‘Goods and Model Details’ section, you can view the list of ARTG entries or exempt goods (Goods) that have been included in the notification. For an initial request for information and/or samples, you are required to add:
any additional Goods that may be in scope of the PMR
model (or edit model) details, and
supply, complaints, and adverse events data for all models in scope of the review.
[image: Lights On with solid fill]Adding Goods, model details, and supply information is only available when responding to initial requests for information.


[image: ]The process described below of adding new Goods and models to the review, and editing models is similar for both ‘Good(s) included in the ARTG’ or ‘Good(s) not included in the ARTG’.




[bookmark: _Toc226530840]Including additional goods in scope of the PMR
[bookmark: _Ref222729817]If you are a sponsor of a Good that should be included in the PMR but is not included in the list of models, you can add it by clicking ‘Add Good’ and selecting ‘Good(s) included in the ARTG’ or ‘Good(s) not included in the ARTG’ depending on the type of Goods you sponsor (Figure 3.3).

Figure 3.3: Adding in-scope Goods to a PMR.

Click on the search icon to open the ‘Lookup record’ pop-up (Figure 3.4).

Figure 3.4: Add ARTG or Non-included Good pop-up.
A list of Goods associated with ONLY your sponsor login (both active and revoked entries or goods on the notified vapes list) will be available for you to select (Figure 3.5). Click on the Good that is related to this PMR and click ‘Select’.

Figure 3.5: ‘Lookup record’ pop-up used to select Goods associated with the PMR.
[bookmark: _Ref222729834]Click ‘Save’ to include the good in the review (Figure 3.6).

Figure 3.6: Pop-up to add an ARTG entry or non-included good, showing the selected Good and the option to save.

Repeats steps 3 – 6 to add all the additional Goods in scope of the PMR.
[bookmark: _Toc226530841]Adding models of goods in scope of the PMR
[bookmark: _Ref222734144]If there are multiple models under the one Good, click on the down-arrow on the right side of the Good and select ‘Add model’ (Figure 3.7). All models must be entered, even if they are not in the scope of the review.


Figure 3.7: Adding models of Goods included in the PMR.
[bookmark: _Ref223618780]Click ‘Proceed’ on the ‘Add Model’ pop-up (Figure 3.8). This will clone the details of the Good (Figure 3.9). A clone cannot be deleted but it can be marked out of scope with N/A in the model number field if added in error.


Figure 3.8: ‘Add Model’ pop-up is used to confirm the addition of a model.


[bookmark: _Ref222734148]Figure 3.9: The ‘Models’ table showing any cloned Goods.
Repeat steps 8 - 9 to add all models associated with the Goods included in the PMR.
[bookmark: _Toc226530842]Editing the model details
[bookmark: _Ref223331336]To enter the model details for each Good, click on the down-arrow on the right side of the Good and select ‘Edit model’ (Figure 3.10).


Figure 3.10: Editing model details of Goods included in the PMR.
[bookmark: _Ref223678354]In the ‘Edit Model’ pop-up (Figure 3.11) you can:
enter the model name/identifier
select ‘Yes’ or ‘No’ if the model is in-scope of the PMR (refer to the notification for the scope of the PMR)
[image: Lights On with solid fill]Note: If you select ‘No’, you need to provide a reason why you consider the good entry/model is not within the scope of the PMR.


attach supporting documentation. For each device model (both those that you consider to be in-scope and out-of-scope of the PMR) you will need to upload a copy of the instructions for use (IFU). Microsoft Word, Excel, and Adobe Acrobat documents are accepted. There are two options depending on the size of the document:
i. ‘Add files’ button to upload documents less than 50MB size (see step 13 for details).
ii. ‘Upload Large files’ button to upload documents more than 50MB size (see step 14 for details).
[image: Lights On with solid fill]Folders are created in the background during this process to store the information. It may take 1 to 2 minutes for the ‘Add files’ and ‘Upload Large files’ buttons to appear. You can also try refreshing your screen if they do not appear automatically.





select the check-box to acknowledge that at least one file has been uploaded and click ‘Save’ to add the model details against the Good.







Figure 3.11: ‘Edit Model’ pop-up showing where to enter model details, confirm whether the model is in-scope of the review and upload the instructions for use.
If the request for information notice requires you to provide samples for laboratory investigation, you must provide a sample tracking number for each model. A field for this information is in the ‘Edit Model’ pop-up (Figure 3.12).

[bookmark: _Ref222731005][image: Lights On with solid fill]

Figure 3.12: ‘Edit Model’ pop-up provides a field to input the sample tracking number, when required. 
To add files less than 50MB:
click ‘Add files’ button within the ‘Edit Model’ pop-up (Figure 3.11) to open the ‘Add files’ pop-up, and
click ‘Choose files’ and select the file you want to upload from your computer. Once you have selected your file, click the ‘Add files’ button (Figure 3.13).

Figure 3.13: ‘Add files’ pop-up used to choose and add relevant files.
The file you uploaded will be displayed in the ‘Edit Model’ pop-up (Figure 3.14).


Figure 3.14: The ‘Edit Model’ pop-up shows the files you have uploaded.
[bookmark: _Ref222731016]To add files more than 50MB size up to 5GB:
a. click ‘Upload Large files’ button within the Edit Model pop-up (Figure 3.11)
b. a new window will open directing you to the SharePoint site (Figure 3.15)
[image: A screenshot of a computer

AI-generated content may be incorrect.]
Figure 3.15: SharePoint landing page for large file upload.
c. click ‘Upload’ and then ‘Files’ (Figure 3.16) to select and upload the relevant files from your computer

Figure 3.16: SharePoint site showing how to upload files.
d. close the browser window once the uploaded files are added to the SharePoint site (Figure 3.17), and 

Figure 3.17: SharePoint site showing uploaded documents.
e. within the ‘Edit Model’ pop-up, select the check-box to acknowledge that at least one file has been uploaded. Click ‘Save’ (Figure 3.18).

Figure 3.18: The ‘Edit Model’ pop-up showing the check-box used to acknowledge files have been uploaded.
The details of the model are updated against the Good in the ‘Models’ table (Figure 3.19). 


[image: Lights On with solid fill]	


  
Figure 3.19: ‘Models’ tables showing the model details.
[bookmark: _Ref223331386]Repeat steps 11 – 14 to update the model details for all Goods in the PMR.
[bookmark: _Toc226530843]Adding supply, complaints and adverse events data
For each device model in scope of the PMR, you will be required to provide supply, complaint, and adverse event data for a specified number of financial years. This is stated in the notification. 
The supply, complaint, and adverse event data for each model, can be completed in the ‘Model Details’ section within the ‘Goods and Model Details’ section by updating the details for:
each individual financial year per model (see steps 16 - 25), or 
all models in a single file using the bulk upload functionality (see steps 26 - 35).
Adding the financial years for each model
[bookmark: _Ref223676673]To update the model details for each individual financial year:
click ‘Add Model Financial Year’ (Figure 3.20) to select which model you are going to add the financial year data against

Figure 3.20: Add model financial year within the ‘Model Details’ section.
click on the magnifying glass to search for the model (Figure 3.21)

Figure 3.21: ‘Add Model Financial Year’ pop-up used to select in-scope models.
select the model and click ‘Select’ (Figure 3.22) 
[image: Lights On with solid fill] Note: Only in scope models will be displayed.


	




Figure 3.22: ‘Lookup records’ pop-up used to select the in-scope model for adding financial year data.
click on the magnifying glass to select the financial year (Figure 3.23) 
[image: ]Note: Check the notification letter for details on which financial years you are required to provide the above data.





Figure 3.23: ‘Add Model Financial Year’ pop-up used to select relevant financial year.
check the box for the applicable financial year you want to provide data on and click ‘Select’ (Figure 3.24)

Figure 3.24: ‘Lookup records’ pop-up used to select financial year for the selected model.
click ‘Save’ (Figure 3.25)

Figure 3.25: ‘Add Model Financial Year’ pop-up showing the selected model, financial year and option to save this information.
the financial year details are updated in the ‘Model Details’ section within the ‘Goods and Model Details Section’ (Figure 3.26)
[image: Lights On with solid fill]If you select the incorrect financial year, you can remove the financial year by clicking ‘Remove’ (Figure 3.26).




Figure 3.26: The selected model and financial year are updated in the ‘Model Details’ table.
repeat steps a – g to add each financial year (as requested in the notice) for all in scope models.
Adding supply details for each financial year for each model
Click ‘Edit’ to add the supply details, complaints, and adverse events data for each financial year/ in scope model (Figure 3.27). 

Figure 3.27: Edit the financial year details within the ‘Model Details’ table.
This will open the ‘PMR Notification Model Details Edit’ page which has 4 sections (Figure 3.28). Each section will change colour from amber to green when the data is entered. 
[image: ]
Figure 3.28: Sections of the ‘PMR Notification Model Details Edit’ page.
The ‘Financial Year’ section is read-only and prefilled with the model’s details and the financial year you are providing information for (Figure 3.29).
[image: A screenshot of a computer

AI-generated content may be incorrect.]
Figure 3.29: ‘Financial Year’ section of the ‘PMR Notification Model Details Edit’ page showing the relevant model and financial year.

In the ‘Supply Details’ section:
a. enter the number of that model of device that were supplied in Australia, in that particular financial year, in the ‘Number Supplied in Australia’ field (Figure 3.30) 

Figure 3.30: ‘Supply Details’ section of the ‘PMR Notification Model Details Edit’ page showing where to provide number supplied and units of measure in Australia.
b. in the ‘Number Supplied Australia – Unit Measurement’ field, click on the magnifying glass to select the unit measurement from the ‘Lookup records’ pop-up (Figure 3.31), then click on ‘Select’, and


Figure 3.31: ‘Lookup records’ pop-up to select a unit of measure value.
c. enter the number of devices supplied overseas and the unit measurement in that financial year (Figure 3.32).

Figure 3.32: ‘Supply Details’ section of the ‘PMR Notification Model Details Edit’ page showing where to provide number supplied and units of measure overseas.
Adding complaint details for each financial year for each model
In the ‘Complaints’ section (Figure 3.33) you need to provide information on both Australian and worldwide complaints. 
a. Select ‘No’ if there were no complaints received for the model. If you select ‘No’, complete the ‘Adverse Events’ section in step 22, or
b. Select ‘Yes’ if complaints were received against the model. If you select ‘Yes’, you need to provide:
i. the total number of complaints that were from Australia in that specific financial year
ii. the total number of complaints that were from overseas in that specific financial year, and
iii. a breakdown of the most common types of complaints made in Australia. This is a free text description of the complaint type with the number of those types of complaints received from Australia. You can provide up to ten of the most common types of complaints and must enter at least one received’ (Figure 3.34).


Figure 3.33: Confirm whether complaints were received in the ‘Complaints’ section of the ‘PMR Notification Model Details Edit’ page. 

Figure 3.34: The ‘Complaints’ section showing where to enter the number of complaints received in Australia and overseas, and the type of complaints.

You have the option to upload supporting documents using the ‘Add files’ and ‘Upload Large files’ function (Figure 3.35). For step-by-step instructions on how to upload files less than 50MB refer to step 13 or step 14 for large files (more than 50MB size up to 5GB). 


Figure 3.35: The ‘Complaints’ section showing where to attach supporting documents.
Any files that have already been uploaded relating to this good will be displayed in the list of files.

[image: Lights On with solid fill]

Adding adverse event details for each financial year for each model
In the ‘Adverse Events’ section (Figure 3.36) you need to provide information on both Australian and worldwide adverse events.
Select ‘No’ if there were no adverse events received for the model in the relevant financial year. If you select ‘No’, click ‘Save’ and refer to step 23. 

Figure 3.36: Confirm whether adverse events were received within the financial year in the ‘Adverse Events’ section of the ‘PMR Notification Model Details Edit’ page.
Select ‘Yes’ if adverse events were received against the model in the relevant financial year. If you select ‘Yes’, provide the following details (Figure 3.37):
iii. the total number of adverse events that came from Australia in the financial year
iv. the total number of adverse events that came from overseas in the financial year
v. a breakdown of the most common types of adverse events that occurred in Australia. This is coded data that uses the International Medical Device Regulator Forum (IMDRF) Adverse Event Terminology (see note below). You can provide up to ten of the most common types of adverse events, but must provide at least ONE type of adverse event, and the number of reports relevant to that type of adverse event received for that model, during the financial year. Click on the magnifying glass to select at least one common ‘Category of adverse event’, from the ‘Lookup records’ pop-up and click ‘Select’. Complete the Level 2 and Level 3 terminologies in the same way, if applicable (Figure 3.38). 

	[image: ]
	· The adverse event terminologies are derived from ANNEX C of the IMDRF Adverse Event Terminology Web Browser | International Medical Device Regulators Forum
· If there were adverse events reported in Australia, the adverse event types are related to the Australian adverse events. If there were no adverse events reported in Australia, the adverse event types are related to the worldwide adverse events. The region is identified in the heading.




Figure 3.37: ‘Adverse Events’ section showing where to enter the number of adverse events received in Australia and overseas.

Figure 3.38: ‘Lookup records’ pop-up to select an adverse event category.
You have the option to upload supporting documents relating to this adverse event using the ‘Add files’ and ‘Upload Large files’ function (Figure 3.39). For step-by-step instructions on how to upload files less than 50MB refer to step 13 or step 14 for large files (more than 50MB size up to 5GB). 

Figure 3.39: Adverse events section showing where to attach supporting documents.
Any files that have already been uploaded relating to this goods entry will be displayed in the list of files

[image: Lights On with solid fill]
[bookmark: _Ref223677106]
[bookmark: _Ref224555245]Click ‘Save’ and the following message will appear ‘Model Details has been successfully saved. Please click on the ‘Back’ button to go back to the previous page’ and click on the ‘Back’ button to go back to the previous page (Figure 3.40).

Figure 3.40: ‘PMR Notification Model Details Edit’ page showing how to save the financial year model details and go back to the dashboard.
[bookmark: _Ref223677902]The model details for the selected financial year are updated in the ‘Model Details section within the ‘Goods and Model Details’ section (Figure 3.41).

Figure 3.41: The ‘Model Details’ table is updated with the supply, complaints and adverse events data for the financial year. 
[bookmark: _Ref223676703]Repeat steps 16 to 24 to include the supply details, complaints, and adverse events data for all models in-scope of the PMR.
Adding supply, complaints and adverse events data using the bulk upload functionality
To update the supply details, complaints, and adverse events data for all models, for multiple financial years, in a single file, you can use the bulk upload functionality in the ‘Notification Details’ section.
[bookmark: _Ref223678006][bookmark: _Ref224555793]Click ‘Generate Template’ to create the bulk upload templates from the ‘Notification Details’ section (Figure 3.42) and click ‘OK’ (Figure 3.43).

Figure 3.42: ‘Notification Details’ section showing how to generate templates.

Figure 3.43: A pop-up to confirm the option to generate model detail templates.
You may need to go to page 2 to access the created bulk upload templates, which includes (Figure 3.44):
ModelDetailsTemplate – Downloadable file that you can edit to add the supply, complaints, and adverse events data.
AdverseEventsCategoryValues – Downloadable reference file that provides a breakdown of the type of adverse event (derived from ANNEX C of the IMDRF Adverse Event Terminology Web Browser | International Medical Device Regulators Forum).
UnitValues – Downloadable reference file with the supply data units of measurement.

Figure 3.44: The generated model detail templates located in the ‘Notification Documents’ section within the ‘Notification Details’ section of the ‘PMR Notification Draft’ page.
[image: Lights On with solid fill]If the templates are not yet generated, you may need to click ‘Refresh’ at the bottom of your screen to view the new template (Figure 3.45).




Figure 3.45: How to refresh the ‘PMR Notification Draft’ page.
Double click on the ‘ModelDetailsTemplate’ to download the file.Download ‘AdverseEventsCategoryValues’ and ‘UnitValues’ files that will be used as   references or to copy and paste the values into your ‘ModelDetailsTemplate’ file as part of the next step.

[image: Lights On with solid fill]


Open the ‘ModelDetailsTemplate’ file and enter the supply, complaints, and adverse events data for each in-scope model for the last three financial years (Figure 3.46).

Figure 3.46: An example of the model details template.
	[image: ]
	Note: 
· Some columns are pre-filled by the system, and the information should not be changed (Column header labelled with ‘Do Not Modify’).
· The ‘ModelDetailsTemplate’ file will be pre-filled with the last 3 financial years for you to add the supply, complaints and adverse events data. 



If you are required to provide data for more than 3 financial years (please check the notice sent to you by the TGA for the specific number of years):
· duplicate the details of the good in the ‘ModelDetailsTemplate’ file. Do not amend the Model ID, Good ID and Model Name under any circumstance (Figure 3.47).
· the Model should remain the same as the one entered in the ‘Edit Model’ pop-up (Steps 11 - 12)
· add the additional financial years in chronological order.



[image: Lights On with solid fill]







Figure 3.47: An example of the model details template showing how to add additional financial years.
The following columns are mandatory and must be completed (mandatory column headers have an asterisk (*):
column G: Number Supplied in Australia
column H: Unit, the only values that can be used are in the ‘UnitValues’ file
column J: Number Supplied Overseas
column K: Unit, the only values that can be used are in the ‘UnitValues’ file
column M: Have you received complaints about this model during the financial year? (Yes/No).
vi. If the answer is ‘No’, proceed to column AJ
vii. If the answer is ‘Yes’, column N to column Q are mandatory
column N: Total number of complaints that came from Australia in the financial year
column O: Total number of complaints that came from overseas in the financial year
column P: type of Complaint Received (Free text)
column Q: Number of complaints received in column P
If more than 1 complaint was received for a device, use columns R – AI to provide the type of compliant and number received. You can provide up to 10 of the most common complaints.
Note: Columns R – AI are optional and can be deleted if no additional complaints were received.

[image: ]
column AJ: Have you received any adverse event reports about this model during the financial year? (Yes/No)
viii. If the answer is ‘No’, proceed to step 31
ix. If the answer is ‘Yes’, column AK to column AP are mandatory
column AK: Total number of adverse events that came from Australia in the financial year
column AL: Total number of adverse events that came from overseas in the financial year
column AM: Category of Adverse Event Level 1 (column A of the AdverseEventsCategoryValues file) (Figure 3.48)
column AN: Category of Adverse Event Level 2 (column B of the AdverseEventsCategoryValues file) (Figure 3.48)
column AO: Category of Adverse Event Level 3, (column C of the AdverseEventsCategoryValues file, if applicable) (Figure 3.48)
column AP: Category of Adverse Event Number Reported 
If more than 1 adverse event was received for a device, use columns AQ – BZ to provide the type of adverse event and number received. You can provide up to 10 of the most common complaints. 
Note: Columns R – AI are optional and can be deleted if no additional adverse events were received.
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Figure 3.48: Column A - C of the ‘AdverseEventsCategoryValues’ file.
[bookmark: _Ref223678493]Once you have completed the required information in the ‘ModelDetailsTemplate’ file, you need to save the file as ‘ModelDetails.csv’ (Figure 3.49).


[image: Lights On with solid fill]Note: It is important to save the file as ‘ModelDetails.csv’ for the system to identify the document when you upload it to the dashboard.




Figure 3.47: Correct saving of the model details file.
To upload the file, click ‘Add files’ in the ‘Notification Details’ section (Figure 3.50).

Figure 3.50: The ‘Notification Details’ section showing how to add the completed model details file.
Click ‘Choose Files’ and select the completed ‘ModelDetails.csv’ file from your computer and click the ‘Add files’ button (Figure 3.51).

Figure 3.51: ‘Add files’ pop-up showing how to chose and add the model details file.
[bookmark: _Ref223679119]Click on ‘Process Bulk Upload’ to upload the data in the ‘ModelDetails.csv’ file (Figure 3.52).

Figure 3.52: The ‘Notification Details’ section showing the uploaded model details file and how to process the document.
[bookmark: _Ref223678039]The supply, complaints and adverse events data will be uploaded in the Model Details section within the Goods and Model Details section (Figure 3.53). 

Figure 3.53: The ‘Model Details’ table is updated with the supply, complaints, and adverse events data extracted from the uploaded model details file.
	[image: ]
	Note:
If the supply, complaints and adverse events data is not uploaded in the ‘Model Details’ section, this indicates an error has occurred when updating the bulk upload file in step 35. Please make sure you complete all mandatory fields, and the right information is entered. If you still have issues, please contact the Post Market Devices Team (postmarketdevices@health.gov.au).
If you have any documents associated to the model details you entered in the bulk upload file, you can upload it at a candidate level by following steps 12 and 13. 
If you need to make any amendments to the saved bulk upload file, it is easier to manually update it from the ‘Model Details’ section by clicking on ‘Edit’ (Figure 3.54) and following steps 17 – 25 to make changes in the relevant section.
If you have a large number of bulk upload files that you need to make changes to, it will be easier to contact the Post Market team by sending an email to the Device Post Market Review Section (postmarketdevices@health.gov.au) mailbox. The team will be able to arrange for a bulk removal of your selected files.





Figure 3.54: How to edit the supply, complaint and adverse events data.
[bookmark: _Toc226530844]Legislative breaches and responses section
The following instructions outline how to upload the information and documents to demonstrate compliance with the specific areas of the legislation that have been identified as potentially in breach in the initial request for information notification letter.
[bookmark: _Ref223680089]Click the drop-down arrow on the right of a specific breach under investigation and click ‘Add Response’ (Figure 3.55).

Figure 3.55: How to add a response in the ‘Legislative Breaches and Responses’ section.
[bookmark: _Ref223680220]Click ‘Proceed’ on the ‘Add Response’ pop-up (Figure 3.56).

Figure 3.56: ‘Add Response’ pop-up to confirm the option to add a response.
[bookmark: _Ref223618185]Click ‘Refresh’ at the bottom of the page or ‘Created On’ column header on the ‘Legislative Breaches Responses’ table to populate the created response (Figure 3.57).

Figure 3.57: How to refresh the page to populate the created response.
Click on the down-arrow on the right side of the created response and click ‘Edit’ (Figure 3.58) to open the ‘Edit compliance with potential legislative breach response’ pop-up.

Figure 3.58: Legislative breach status changes from draft to complete once a response is created. The lower panel shows how to edit the responses to the potential legislative breaches.
Note: The status of the ‘Breach under Investigation’ will change from ‘Draft’ to ‘Completed’.

[bookmark: _Ref223680104][image: Lights On with solid fill]

[bookmark: _Ref224556809]In the ‘Edit compliance with potential legislative breach response’ pop-up you can (Figure 3.59):
view the legislative breach you are providing evidence of compliance against
view the goods included in the PMR you are providing a response for, and
select how you wish to provide your response from the drop-down menu options: 

Figure 3.59: The ‘Edit compliance with potential legislative breach response’ pop-up showing how to provide a response.
	[image: ]
	Note: For each identified potential legislative breach, evidence of compliance must be provided for all goods included in the PMR. However, if the evidence being provided is not applicable to a particular good, you can remove the good from the response and generate a different response for the good. Refer to steps 42 – 49 on how to remove a good from response and generate a separate response.


x. Select ‘Attach evidence of compliance’ to provide evidence of compliance as document attachment(s). At least one file must be provided (Figure 3.60).
a. Click on ‘Add files’ to attach files up to 50MB (see step 13) or ‘Upload Large Files’ to attach files between 50MB – 5GB (see step 14).
b. Click the checkbox to acknowledge that at least one file has been uploaded and click Save.

Figure 3.60: The ‘Edit compliance with potential legislative breach response’ pop-up showing how to attach evidence of compliance.
xi. Select ‘Provide a Summary’ to type your response and click ‘Save’ (Figure 3.61). The summary must be between 20 - 200 characters.
Note:  If a summary response is over 200 characters, select ‘Attach evidence of compliance’ and upload the summary as an attachment. 


[image: Lights On with solid fill]



Figure 3.61: The ‘Edit compliance with potential legislative breach response’ pop-up showing how to provide evidence of compliance as a summary.
xii. Select ‘Both’ to ‘Attach evidence of compliance’ and ‘Provide a Summary’ (Figure 3.62).

Figure 3.62: The ‘Edit compliance with potential legislative breach response’ pop-up showing how to attach evidence of compliance and provide a summary.
Repeat steps 36 - 40 for all potential legislative breaches included in the notification.
Removing a Good from a response and generating a separate response for the Good.
Evidence of compliance must be provided for all Goods included in the PMR. However, if the evidence being provided is not applicable to a particular good, you can remove the Good from the response and generate a different response for the Good.
[bookmark: _Ref223679888]Click on the down arrow on the right of the ‘Edit compliance with potential legislative breach response’ pop-up and click ‘Remove’ (Figure 3.63).

Figure 3.63: ‘Edit compliance with potential legislative breach response’ pop-up showing how to remove a Good from a response.
Click ‘Remove’ (Figure 3.64).

Figure 3.64: The ‘Remove Good’ pop-up with the option to confirm the removal of the Good.
The Good will be removed from the list of Goods you are providing a response for (Figure 3.65) and the status of the ‘Breach under Investigation’ will change from ‘Completed’ to ‘Draft’ (Figure 3.66).
[image: A screenshot of a computer

AI-generated content may be incorrect.]
Figure 3.65: The ‘Edit compliance with potential legislative breach response’ pop-up showing a Good has been removed from the response.

 
 Figure 3.66: The legislative breach status changes from complete to draft when a Good is removed from a response.
If a Good has been removed from a response, you will not be able to submit the response. If you attempt to ‘Validate’ your response, the error message below will appear (Figure 3.67)

[image: Warning with solid fill]




[image: A black screen with white text

AI-generated content may be incorrect.]
Figure 3.67: The error message displayed when a new response is not generated after a Good is removed from a response and you attempt to validate the response.
To recreate a response for the removed Good, click the drop-down arrow on the right of the breach under investigation where the Good removed from and click ‘Add Response’ (Figure 3.68).

Figure 3.68: How to add a response for a removed Good in the legislative breaches and responses section.
Click ‘Proceed’ on the ‘Add Response’ pop-up (Step 37 and Figure 3.56).
Click ‘Refresh’ at the bottom of the page or ‘Created On’ column header on the ‘Legislative Breaches Responses’ table to populate the created response containing the removed Good (Step 38 and Figure 3.57).
Note: The status of the ‘Breach under Investigation’ will change from ‘Draft’ to ‘Completed’ (Figure 3.69).


[image: Lights On with solid fill]

Click on the down-arrow on the right side of the created response and click ‘Edit’ to open the ‘Edit compliance with potential legislative breach response’ pop-up (Figure 3.69).

Figure 3.69: The legislative breach status changes from draft to completed when a response is generated for a removed Good. The lower panel shows how to edit the created response.
[bookmark: _Ref223679899]Follow step 40 to provide evidence of compliance for the good.

[bookmark: _Toc226530845]How to submit your response
When you are ready to submit your response, click ‘Validate’ (Figure 3.70).
[image: Lights On with solid fill]Only the Submitter will be able complete the following steps to submit the response.





Figure 3.70: The ‘PMR Notification Draft’ page showing how to validate your response.
Once the response has been successfully validated, click ‘Declare’ (Figure 3.71) to read the declaration.
Note: If you wish to preview your responses before submitting, click ‘Preview’ to open the ‘PMR RFI Preview’ page (Figure 3.72).


[image: Lights On with solid fill]

 
Figure 3.71: The ‘PMR Notifcation Draft’ page showing how to move to the declaration page for your response.
[image: ]
Figure 3.72: PMR Notification Preview page.
On the ‘Declaration’ pop-up:
select ‘Yes’ if you agree to the declaration and click ‘Submit’ (Figure 3.73). Then click ‘OK’ (Figure 3.74) to submit your response.

Figure 3.73: The declaration requiring confirmation that the information provided in response to the notification is complete and in English before submitting the PMR response.

Figure 3.74: The submission confirmation prompt before finalising the PMR notification.
Select ‘No’ if you do not agree to the declaration and click ‘Submit’ (Figure 3.73). You will not be able to submit your response, and the error message below will appear (Figure 3.74). Click ‘Ok’ to go back to the ‘Declaration’ pop-up (Figure 3.73).

Figure 3.74: System alert prompting the user to agree to a declaration before submitting a response to a notification in the dashboard.
[bookmark: _Toc226530846]Section 4: How to respond to additional information request.
If a notification requires additional information on another specific matter, you are required to provide a response in the ‘Other Required Responses’ section (Figure 4.1).
[image: ]
Figure 4.1: ‘PMR Notification Draft’ page highlighting the ‘Other Required Responses’ section.
[bookmark: _Toc226530847]Notification details section
1. In the ‘Notification Details’ section (Figure 4.2), you can view:
the scope of the review
all the document(s) associated to the notification and download the notification letter sent to you by the TGA
the list of folders that will hold the document(s) you uploaded as part of your submission, and
all the documents you uploaded as part of your response.

Figure 4.2: ‘Notification Details’ section of an additional request for information notification showing the different folders.
[bookmark: _Toc226530848]Goods and model details section
2. The ‘Goods and Model Details’ section is read-only for this kind of notification (Figure 4.3) and lists the Goods that are included in the notification.

Figure 4.3: The ‘Goods and Model Details’ section is read-only and shows the Goods included in the notice.
[bookmark: _Toc226530849]Other required responses
3. Click on the drop-down arrow on the right and click ‘Edit’ to provide a response to a specific request (Figure 4.4).

Figure 4.4: Edit the ‘Other Required Responses’ section.
4. In the ‘Edit Other required response’ pop-up, you can (Figure 4.5):
a. view details of the request 
b. view the goods included in the additional request for information notice
c. view the potential legislative breaches under investigation, and
d. select how you wish to provide your response from the drop-down menu options:
	
Figure 4.5: The ‘Edit Other required response’ pop-up showing how to provide a response.
i. select ‘Attach evidence of compliance’ to provide evidence of compliance as document attachment(s). At least one file must be provided (Figure 4.6).
1. click on ‘Add files’ to attach files up to 50MB (see step 5) or ‘Upload Large Files’ to attach files between 50MB – 5GB (see step 6)
2. click the checkbox to acknowledge that at least one file has been uploaded and click ‘Save’.


Figure 4.6: The ‘Edit Other required response’ pop-up showing how to attach evidence of compliance.
ii. select ‘Provide a Summary’ to type your response and click ‘Save’ (Figure 4.7). The summary must be between 20 - 200 characters.
Note:  If a summary response is over 200 characters, select ‘Attach evidence of compliance’ and upload the summary as an attachment. 


[image: Lights On with solid fill]


Figure 4.7: The ‘Edit Other required response’ pop-up showing how to provide evidence of   compliance as a summary.
iii. select ‘Both’ to attach evidence of compliance in the form of documents as well as providing a text summary (Figure 4.8).

Figure 4.8: The ‘Edit Other required response pop-up showing how to attach evidence of compliance and provide a summary.
5. [bookmark: _Ref223607901]To add files less than 50MB:
a. click ‘Add files’ button within the ‘Edit Other required response’ pop-up (Figure 4.8) to open the ‘Add files’ pop-up (Figure 4.9)
b. click ‘Choose files’ and select the file you want to upload from your computer. Once you have selected your file, click the ‘Add files’ button (Figure 4.9)

Figure 4.9: The ‘Add files’ pop-up used to choose and add relevant files.
c. the file you uploaded will be displayed in the ‘Edit Model’ pop-up (Figure 4.10).


Figure 4.10: The ‘Edit Other required response’ pop-up showing files you have uploaded.
6. [bookmark: _Ref223609211]To add files more than 50MB size up to 5GB:
a. click ‘Upload Large files’ button within the ‘Edit Other required response’ pop-up (Figure 4.8)
b. a new window will open directing you to the SharePoint site (Figure 4.11)
[image: A screenshot of a computer

AI-generated content may be incorrect.]
Figure 4.11: SharePoint landing page for large file upload.
c. click ‘Upload’ and then ‘Files’ (Figure 4.12) to select and upload the relevant files from your computer

Figure 4.12: SharePoint site showing how to upload files.
d. close the browser window once the uploaded files are added to the SharePoint site (Figure 4.13)

Figure 4.13: SharePoint site showing uploaded documents.
e. within the ‘Edit Model’ pop-up, select the check-box to acknowledge that at least one file has been uploaded and click ‘Save’ (Figure 4.14).




[image: ]
Figure 4.14: The ‘Edit other required response’ pop-up showing the check-box used to   acknowledge files have been uploaded.
[bookmark: _Toc226530850]How to submit your response
7. When you are ready to submit your response, click ‘Validate’ (Figure 4.15).
[image: Lights On with solid fill]Only the Submitter will be able complete the following steps to submit the response.




Figure 4.15: The ‘PMR Notification Draft’ page showing how to validate your response. 
8. Once the response has been successfully validated, click ‘Declare’ (Figure 4.16) to proceed to the declaration.

[image: Lights On with solid fill]Note: If you wish to preview your responses before submitting, click ‘Preview’ to open the ‘PMR RFI Preview’ page (Figure 4.17).



 
Figure 4.16: The ‘PMR Notifcation Draft’ page showing how to move to the declaration page for your response.
[image: ]
Figure 4.17: ‘PMR Notification Preview’ page.
9. On the ‘Declaration’ pop-up:
b. select ‘Yes’ if you agree to the declaration and click ‘Submit’ (Figure 4.18). Then click ‘OK’ (Figure 4.19) to submit your response.

Figure 4.18: The declaration requiring confirmation that the information provided is complete and in English before submitting the PMR response.


Figure 4.19: Submission confirmation prompt before finalising the PMR notification.
c. Select ‘No’ if you do not agree to the declaration and click ‘Submit’ (Figure 4.18). You will not be able to submit your response, and the error message below will appear (Figure 4.20). Click ‘Ok’ to go back to the ‘Declaration’ pop-up (Figure 4.18).

Figure 3.73: System alert prompting the user to agree to a declaration before submitting a response to a notification in the dashboard.
[bookmark: _Toc226530851]Section 5: How to respond to a proposal to take action. 
For a notification that proposes to take regulatory action notice, you can only provide a response in the ‘Goods and Model Details’ section (Figure 5.1).
For this type of notification, you are not required to include additional Goods or models to the review, or to provide supply, complaint, and adverse event data.

Figure 5.1: The ‘PMR Notification Draft’ page highlighting the ‘Goods and Model Details’ section.
[bookmark: _Toc226530852]Notification details section
1. In the ‘Notification Details’ section (Figure 5.2), you can view:
a. the scope of the review
b. all the documents associated to the notification and download the notification letter sent to you by the TGA
c. the list of folders that will hold the document(s) you upload as part of your submission, and
d. all the documents you upload as part of your response.


Figure 5.2: The ‘Notification Details’ section in response to a proposal to take regulatory action notification.
[bookmark: _Toc226530853]Goods and model details section
2. Click on the drop-down arrow on the right and click ‘Add Response’ (Figure 5.3).


Figure 5.3: How to add a response in the ‘Goods and Model Details’ section.
3. Click ‘Proceed’ on the ‘Add Response’ pop-up (Figure 5.4).
 
Figure 5.4: ‘Add response’ pop-up with the confirmation to proceed.
4. Click on the ‘Created On’ column header in the ‘Good Responses’ table (Figure 5.5) or ‘Refresh’ at the bottom of the page (Figure 5.6) to populate the table to begin the response.
 
Figure 5.5: How to refresh the table within the ‘Goods and Model Details’ section to prepare responses.

Figure 5.6: How to refresh the page to populate the table for a response.
5. Click on the drop-down arrow on the right and click ‘Edit’ to open the ‘Edit Good Response’ pop-up (Figure 5.7).
 
Figure 5.7: The drope-down selction to edit the response for a particular Good.
6. In the ‘Edit Good Response’ pop-up, you can (Figure 5.8):
a. view the Good you are providing a response for
b. view the potential legislative breaches under investigation, and
c. select how you wish to provide your response from the drop-down menu options:

Figure 5.8: The ‘Edit Good Response’ pop-up showing the options of provide a response:
i. Select ‘Attach evidence of compliance’ to provide evidence of compliance as document attachment(s). At least one file must be provided (Figure 5.9).
1. Click on ‘Add files’ to attach files up to 50MB (see step 7) or ‘Upload Large Files’ to attach files between 50MB – 5GB (see step 8).
2. Click the checkbox to acknowledge that at least one file has been uploaded and click Save.

Figure 5.9: Edit good response pop-up showing the attach evidence of compliance option.
ii. Select ‘Provide a Summary’ to type your response and click ‘Save’ (Figure 5.10). The summary must be between 20 - 200 characters.
Note:  If a summary response is over 200 characters, select ‘Attach evidence of compliance’ and upload the summary as an attachment. 


[image: Lights On with solid fill]


Figure 5.10: ‘Edit Good Response’ pop-up showing the showing option to provide evidence of compliance as a summary.
iii. Select ‘Both’ to ‘Attach evidence of compliance’ and ‘Provide a Summary’ (Figure 5.11).

Figure 5.11: ‘Edit Good Response’ pop-up showing the showing option to provide evidence of compliance as a summary and attach documents.
7. [bookmark: _Ref223612721]To add files less than 50MB:
a. click ‘Add files’ button within the ‘Edit Good Response’ pop-up (Figure 5.9) to open the ‘Add files’ pop-up (Figure 5.12)
b. click ‘Choose files’ and select the file you want to upload from your computer. Once you have selected your file, click the ‘Add files’ button (Figure 5.12)

Figure 5.12: The ‘Add files’ pop-up used to choose and add relevant files.
c. the file you uploaded will be displayed in the ‘Edit Model’ pop-up (Figure 5.13).


Figure 5.13: Edit good response pop-up showing files you have uploaded.
8. [bookmark: _Ref223612736]To add files more than 50MB size up to 5GB:
a. click ‘Upload Large files’ button within the ‘Edit Good response’ pop-up (Figure 5.9)
b. a new window will open directing you to the SharePoint site (Figure 5.14)
[image: A screenshot of a computer
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Figure 5.14: SharePoint landing page for large file upload.
c. click ‘Upload’ and then ‘Files’ (Figure 5.15) to select and upload the relevant files from your computer

Figure 5.15: SharePoint site showing how to upload files.
d. close the browser window once the uploaded files are added to the SharePoint site (Figure 5.16) 

Figure 5.16: SharePoint site showing the uploaded documents.
e. within the ‘Edit Model’ pop-up, select the check-box to acknowledge that at least one file has been uploaded and click ‘Save’ (Figure 5.17).

Figure 5.17: The ‘Edit Good response’ pop-up with a check-box used to acknowledge files have been uploaded.

[bookmark: _Toc226530854]How to submit your response
9. When you are ready to submit your response, click ‘Validate’ (Figure 5.18).
[image: Lights On with solid fill]Only the Submitter will be able complete the following steps to submit the response.





Figure 5.18: The ‘Validate’ button at the bottom of the ‘PMR Notification Draft’ page used to validate your response.
10. Once the response has been successfully validated, click ‘Declare’ (Figure 5.19) to move to the declaration.
Note: If you wish to preview your responses before submitting, click ‘Preview’ to open the ‘PMR RFI Preview’ page (Figure 5.20).


[image: Lights On with solid fill]

 
Figure 5.19: The ‘Declare’ button on the ‘PMR Notifcation Draft’ page used to progress to the declaration page.
[image: ]
Figure 5.20: The page where you can preview the response you have compiled in response to the notification.
11. On the ‘Declaration’ pop-up:
d. select ‘Yes’ if you agree to the declaration and click ‘Submit’ (Figure 5.21). Then click ‘OK’ (Figure 5.22) to submit your response.

Figure 5.21: The declaration requiring confirmation that the information provided is complete and in English before submitting the PMR response.

Figure 5.22: Submission confirmation prompt before the submission to the PMR notification is complete.
e. Select ‘No’ if you do not agree to the declaration and click ‘Submit’ (Figure 5.21). You will not be able to submit your response, and the error message below will appear (Figure 5.23). Click ‘Ok’ to go back to the ‘Declaration’ pop-up (Figure 5.21).

Figure 5.23: System alert prompting the user to agree to a declaration before submitting a response to a notification in the dashboard.
[bookmark: _Toc226530855]Section 6: How to request for an extension.
When the TGA sends you a notification, the date the documents and information are due by is listed in the dashboard (Figure 6.1). If a response is not submitted by the due date, you will not be able to draft and submit a response to a notice through the dashboard.
Figure 6.1: The dashboard showing the notification due date and status.
If you are having difficulty providing the documents, information, or samples in the required timeframe and need an extension, you can submit a request in the ‘Extension Requests’ section of the ‘PMR Notification Draft’ page (Figure 6.2).

Figure 6.2: ‘PMR Notification Draft’ page highlighting the extension request section.
Please note:
· an extension request can only be submitted before the notification due date has lapsed, and
· a request for an extension may not be able to be provided in all cases.



[image: ]

1. Click ‘Request Extension’ in the ‘Extension Requests’ section (Figure 6.3).

Figure 6.3: ‘Request Extension’ button within the ‘Extension Requests’ section.
2. In the ‘Extension Request’ pop-up (Figure 6.4):
a. enter the new date in the ‘Proposed Due Date’ field
[image: Lights On with solid fill]Note:  This date must be later than the current notification due date.
. 




b.  enter the reason for requesting for an extension in the ‘Extension Request’ field
c. select ‘Yes’ if you are ready to submit the request. If not, select ‘No’ to save the request and submit later.
Click ‘Save’.

Figure 6.4: ‘Extension request’ pop-up showing where to enter a proposed due date, provide a reason for the request, and submit the extension.
3. If you have clicked ‘Yes’, click ‘OK’ in the pop-up to submit the request (Figure 6.5).

Figure 6.5: Confirmation prompt displayed before submitting an extension request in the Dashboard.
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» Use "Add files' for uploads up to 50MB.
» Use 'Upload Large Files' for files up to 5GB. Large File Folder created in SharePoint should not be removed under any

circumstance.
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Adverse Events )

Have you received any adverse event reports about this model during the financial year?
®Yes ONo

Total number of adverse events that came from Australia in the financial year *

Total number of adverse events that came from overseas in the financial year *

Select the ten most common categories of adverse events reported in Australia about the model during the financial year.

1. Category of adverse event * Level 2 Level 3 Number reported *
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Adverse Events @

Have you received any adverse event reports about this model during the financial year?
OYes ®No

17 you wish to atiach supporting documents related to tis complaint type, please upioad the English versions here.
For easier identification, we recommend inclucing the product name and model in the file name.

« Use ‘Add fles'for uploads up to 50MB.
« Use ‘Upload Large Files' for files up to 5GB. Large File Folder created in SharePoint shouid not be removed under any circumstance.

oA Upload Large
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17 you wish to atiach supporting documents related to tis complaint type, please upioad the English versions here.
For easier identification, we recommend inclucing the product name and model in the file name.

« Use ‘Add fles'for uploads up to 50MB.
« Use ‘Upload Large Files' for files up to 5GB. Large File Folder created in SharePoint shouid not be removed under any circumstance.
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Model Details

Model details must be added for the last three financial years. Click ‘Add Model Financial Year' to add each financial year; then click on the name to add the
model details for each year. You can also enter the supply details, complaints and adverse events data for all models into a single file instead of adding them
separately for each model by following the instructions in the Notification Documents section.

Received
Financial ~Number Suppliedin  Number Supplied Received Adverse Event  Created
Name Model  Year Australia Overseas Complaints Reports onv
FIN 201912020 XYZ FIN 1000 500 Yes Yes 17/0212026
PMR Manual 2019/2020 8:47AM

Device
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Model Details

Model details must be added for the last three financial years. Click ‘Add Model Financial Year' to add each financial year; then click on the name to add the
model details for each year. You can also enter the supply details, complaints and adverse events data for all models into a single file instead of adding them
separately for each model by following the instructions in the Notification Documents section.

Received
Financial ~Number Suppliedin  Number Supplied Received Adverse Event  Created
Name Model  Year Australia Overseas Complaints Reports onv
FIN 201912020 XYZ FIN 1000 500 Yes Yes 17/0212026
PMR Manual 2019/2020 8:47AM
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Notification Details )

Section 41JA of the Therapeutic Goods Act 1989

The TGA is conducting a post market review of Test review 10.

Notification Name * Review Reference Number

PVIR-2026-116326 - Test Medical Pty Ltd - 14 PMR-2026-116326
Review in scope
Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test

Review out of scope

Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test

Notification Documents

‘Supply details. complaints and adverse events data can be entered in  single file, provided that the models have been identified and scoped fins. Use the
foflowing sbars to generats and upload the fie.

« Click on ‘Generate Template’ then refresh

« These files will be generated in the 1t in may take up to two minutes for the files to appear. Download the ModelDetailsTemplate.csy file

« Open the file and enter (ioent), complaints and adverse events data for each model for the last three financial years. The AdverseEvent/Category Values
and the ssb mestle ttem cestion the fiels of gaverse evont and naw utters. Please cak or semis ane pleeencs or to copy and paste values into the file

« Estur the file and ements it ModelDetails.csv" Please reaure that the file is renamed as ‘ModelDetails.csv"

« Click on ‘Ges Pits’ and unloue the ModelDetails.csv fre.

« Click on *Process Bulk Upload"

The uploaded Model Details will appear under ‘Model Details’ section after few minutes, after the Refresh. if the upload contains any errors, you will be

contacted by emat.
©ncdFles || Process Buk Upload
Name 2 Modified
m Emails. 16/02/2026 2:03 PM
m Large Files 16/02/2026 2:03 PM

m PMR Manual Device 16/02/2026 2:03 PM

W PMR-2026-116326-TestMedicalPtyL td- 14-Response. 2 days ago

<H:
Name 4 Modified

 Emails 16/02/2026 2:03 PM.

W Large Files 16/0212026 2:03 PM
mPVRMaalDevice B " 1soon0e20epm

' PMR-2026-116326-TestMedicalPtyLtd-14-Response. 2 days ago :

<H: sl
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Section 41JA of the Therapeutic Goods Act 1989

The TGA is conducting a post market review of Test review 10.
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Review out of scope
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Notification Documents

‘Supply details. complaints and adverse events data can be entered in  single file, provided that the models have been identified and scoped fins. Use the
foflowing sbars to generats and upload the fie.

« Click on ‘Generate Template’ then refresh

« These files will be generated in the 1t in may take up to two minutes for the files to appear. Download the ModelDetailsTemplate.csy file

« Open the file and enter (ioent), complaints and adverse events data for each model for the last three financial years. The AdverseEvent/Category Values
and the ssb mestle ttem cestion the fiels of gaverse evont and naw utters. Please cak or semis ane pleeencs or to copy and paste values into the file

« Estur the file and ements it ModelDetails.csv" Please reaure that the file is renamed as ‘ModelDetails.csv"

« Click on ‘Ges Pits’ and unloue the ModelDetails.csv fre.

« Click on *Process Bulk Upload"

The uploaded Model Details will appear under ‘Model Details’ section after few minutes, after the Refresh. if the upload contains any errors, you will be

contacted by emat.
©ncdFles || Process Buk Upload
Name 2 Modified
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m PMR Manual Device 16/02/2026 2:03 PM

W PMR-2026-116326-TestMedicalPtyL td- 14-Response. 2 days ago

<H:
Name 4 Modified

 Emails 16/02/2026 2:03 PM.

W Large Files 16/0212026 2:03 PM
mPVRMaalDevice B " 1soon0e20epm

' PMR-2026-116326-TestMedicalPtyLtd-14-Response. 2 days ago :

<H: sl





image95.png
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Notification Documents

Supply details, complaints and adverse events data can be entered in a single file, provided that the models have been identified and scoped first. Use the
following steps to generate and upload the file:

« Click on 'Generate template’, then refresh

« Three files will be generated in the list. It may take up to two minutes for the files o appear. Download the ModelDetails Template.csv file

« Open the file and enter supply, complaints and adverse events data for each model for the last three financial years. The AdverseEventsCategoryValues
and the UnitValues files contain the lists of adverse event and unit values. These can be used as references or to copy and paste values into the fie.

« Save the file and rename it ModelDetails.csv' Please ensure that the file is renamed as ‘ModelDetails.csv"

« Click on ‘Add Files' and upload the ModelDefails.csv fle.

« Click on ‘Process Bulk Upload"

The uploaded Mode! Details will appear under ‘Model Details' section after few minutes, after the Refresh. If the upload contains any errors, you will be

contacted by email.
Name & Modified
[MAdverseEventsCategoryValues.csv (8 KB) 20/02/2026.1.11.PM
[ModelDetailsTemplate.csv (4 kB) 20/02/2026.1.11.PM

[MUnitValues.csv (1 KB)
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Notification Documents

Supply details, complaints and adverse events data can be entered in a single file, provided that the models have been identified and scoped first. Use the
following steps to generate and upload the file:

« Click on 'Generate template’, then refresh

« Three files will be generated in the list. It may take up to two minutes for the files o appear. Download the ModelDetails Template.csv file

« Open the file and enter supply, complaints and adverse events data for each model for the last three financial years. The AdverseEventsCategoryValues
and the UnitValues files contain the lists of adverse event and unit values. These can be used as references or to copy and paste values into the fie.

« Save the file and rename it ModelDetails.csv' Please ensure that the file is renamed as ‘ModelDetails.csv"

« Click on ‘Add Files' and upload the ModelDefails.csv fle.

« Click on ‘Process Bulk Upload"

The uploaded Mode! Details will appear under ‘Model Details' section after few minutes, after the Refresh. If the upload contains any errors, you will be

contacted by email.
Name & Modified
[MAdverseEventsCategoryValues.csv (8 KB) 20/02/2026.1.11.PM
[ModelDetailsTemplate.csv (4 kB) 20/02/2026.1.11.PM

[MUnitValues.csv (1 KB)

- A -
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Notification Documents

Supply details, complaints and adverse events data can be entered in a single file, provided that the models have been identified and scoped first. Use the
following steps to generate and upload the file:

« Click on 'Generate template’, then refresh

« Three files will be generated in the list. It may take up to two minutes for the files o appear. Download the ModelDetails Template.csv file

« Open the file and enter supply, complaints and adverse events data for each model for the last three financial years. The AdverseEventsCategoryValues
and the UnitValues files contain the lists of adverse event and unit values. These can be used as references or to copy and paste values into the fie.

« Save the file and rename it ModelDetails.csv' Please ensure that the file is renamed as ‘ModelDetails.csv"

« Click on ‘Add Files' and upload the ModelDefails.csv fle.

« Click on ‘Process Bulk Upload"

The uploaded Mode! Details will appear under ‘Model Details' section after few minutes, after the Refresh. If the upload contains any errors, you will be

contacted by email
Generate Template J| @ Addfies | Process Bulk Upload
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Notification Documents

Supply details, complaints and adverse events data can be entered in a single file, provided that the models have been identified and scoped first. Use the
following steps to generate and upload the file:

« Click on 'Generate template’, then refresh

« Three files will be generated in the list. It may take up to two minutes for the files o appear. Download the ModelDetails Template.csv file

« Open the file and enter supply, complaints and adverse events data for each model for the last three financial years. The AdverseEventsCategoryValues
and the UnitValues files contain the lists of adverse event and unit values. These can be used as references or to copy and paste values into the fie.

« Save the file and rename it ModelDetails.csv' Please ensure that the file is renamed as ‘ModelDetails.csv"

« Click on ‘Add Files' and upload the ModelDefails.csv fle.

« Click on ‘Process Bulk Upload"

The uploaded Mode! Details will appear under ‘Model Details' section after few minutes, after the Refresh. If the upload contains any errors, you will be

contacted by email
Generate Template J| @ Addfies | Process Bulk Upload





image111.png
Add files

Choose files ModelDetait.csv

0 Overwrite existing fles
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Add files
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Notification Documents

‘Supply detais, complaints and adverse events data can be entered in  singie fle, provided that the models have been identified and scoped irst Use the.
following steps to generate and upload the fie:

Click on ‘Generate templste!,then refresh
Three files will be generated in the lst. It may take up to two minutes for the files to appear. Downioad the ModelDetails Template.csv fie

Open the file and enter supply, complaints and adverse events data for each model for the last three financial years. The AdverseEventsCategoryValues
and the UnitValues files contain the lists of adverse event and unit values. These can be sed as references of to copy and paste values into the fie.
‘Save the file and rename it ‘ModelDetails.Csv' Please ensure that the fie is renamed as ‘ModelDetails.CSV'

Click on *Aqd Files' and upload the ModelDefais cs fle.

Click on ‘Process Bulk Upload.

The uploaded Model Details will appear under Mode! Details' section afte few minutes, afte the Refresh. Ifthe upload contains any errors, you willbe.
contacted by emai.

Name 4 Modiied
[3ModelDetais.cov z k) 2minutes agp

[ModelDetaisTemplate csv 2 k2) 17022026 .40 A
DUnitVales csv 1 k@) 171922025 9.40 A

B -
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Notification Documents

‘Supply detais, complaints and adverse events data can be entered in  singie fle, provided that the models have been identified and scoped irst Use the.
following steps to generate and upload the fie:

Click on ‘Generate templste!,then refresh
Three files will be generated in the lst. It may take up to two minutes for the files to appear. Downioad the ModelDetails Template.csv fie

Open the file and enter supply, complaints and adverse events data for each model for the last three financial years. The AdverseEventsCategoryValues
and the UnitValues files contain the lists of adverse event and unit values. These can be sed as references of to copy and paste values into the fie.
‘Save the file and rename it ‘ModelDetails.Csv' Please ensure that the fie is renamed as ‘ModelDetails.CSV'

Click on *Aqd Files' and upload the ModelDefais cs fle.

Click on ‘Process Bulk Upload.

The uploaded Model Details will appear under Mode! Details' section afte few minutes, afte the Refresh. Ifthe upload contains any errors, you willbe.
contacted by emai.

Name 4 Modiied
[3ModelDetais.cov z k) 2minutes agp

[ModelDetaisTemplate csv 2 k2) 17022026 .40 A
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Model Details

Model details must be added for the last three financial years. Click *Add Mode! Financial Year'to add each financial year, then ciick on the name to add the
‘model defais for each year. You can also enter the supply defais, complaints and adverse events data for all models into a single file instead of adding them
‘separately for each model by following the instructions in the Noltification Documents section.

‘Add Model Financial Year

Received
Financial  Number Supplied in  Number Supplied  Received Adverse Event  Created

Name Model  Year Australia Overseas Complaints. Reports ony

FIN2018/2019-  XYZ FIN 10 5 Yes Yes 2000212026 [

PMR Manual 201812019 10:12AM

Device

FIN2019/2020-  XYZ FIN 1000 500 Yes Yes 1710212026 [

PMR Manual 201912020 8:47AM

Device
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Model Details

Model details must be added for the last three financial years. Click *Add Mode! Financial Year'to add each financial year, then ciick on the name to add the
‘model defais for each year. You can also enter the supply defais, complaints and adverse events data for all models into a single file instead of adding them
‘separately for each model by following the instructions in the Noltification Documents section.

‘Add Model Financial Year

Received
Financial  Number Supplied in  Number Supplied  Received Adverse Event  Created

Name Model  Year Australia Overseas Complaints. Reports ony
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Legislative Breaches and Responses o

The following Legislative Breaches have been found for a post-market medical device review
Evidence in relation to breaches under investigation of the legislation below must be attached or a summary provided for each model that is in the scope of the
review.

Click on the arrow to the right of the Breaches under investigation to select 'Add Response'.

Breaches under investigation Status Row Number
EP 1 - Use of medical devices not to compromise health and safety Draft 1
| Add Response
Draft 65

Medical Device Standards Order
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Legislative Breaches and Responses o

The following Legislative Breaches have been found for a post-market medical device review
Evidence in relation to breaches under investigation of the legislation below must be attached or a summary provided for each model that is in the scope of the
review.

Click on the arrow to the right of the Breaches under investigation to select 'Add Response'.

Breaches under investigation Status Row Number
EP 1 - Use of medical devices not to compromise health and safety Draft 1
| Add Response
Draft 65

Medical Device Standards Order
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Add Response

Do you want to add a Response to this Good?

Ganee!
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Legislative Breaches and Responses ()

“The following Legislative Breaches have been found for a post-market medical device review
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Legislative Breaches and Responses ()

“The following Legislative Breaches have been found for a post-market medical device review
~Evidence inreltion o breaches under nvestigation of the egisatin below must be atached or a summary provided fo eaach model that s in the scope of the reviw,
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Legislative Breaches and Responses ()

‘The following Legislative Breaches have been found for a post-market medical device review

‘Evidence in relation to breaches under investigation of the legislation below must be attached or a summary provided for each model thatis n the scope of the.

review.

Click on the arrow to the right o the Breaches under investigation to select ‘Add Responise’

Breaches under investigation Status Row Number

Completed 1 [ -]

Draft 65 [ -]

EP 1- Use of medical devices not to compromise health and saety.

Medical Device Standards Order

Legislative Breaches Responses

Click on the amow to the right of the Response to select 'Edit to enter the evidence of compliance if applicable.

Response Name Breaches under investigation Created On 4

Response for EP 1 for Good ID(s) PMR-01010,144141 EP 1- Use of medical devices not fo compromise health and  17/02/2026 11:51 (@
M

= e

=
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Legislative Breaches and Responses ()

‘The following Legislative Breaches have been found for a post-market medical device review

‘Evidence in relation to breaches under investigation of the legislation below must be attached or a summary provided for each model thatis n the scope of the.

review.

Click on the arrow to the right o the Breaches under investigation to select ‘Add Responise’

Breaches under investigation Status Row Number

Completed 1 [ -]

Draft 65 [ -]

EP 1- Use of medical devices not to compromise health and saety.

Medical Device Standards Order

Legislative Breaches Responses

Click on the amow to the right of the Response to select 'Edit to enter the evidence of compliance if applicable.

Response Name Breaches under investigation Created On 4

Response for EP 1 for Good ID(s) PMR-01010,144141 EP 1- Use of medical devices not fo compromise health and  17/02/2026 11:51 (@
M

= e

=
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Edit compliance with potential legislative breach response

Goods

Good Sats  Created

Category  Good D Good Name GoodStatus  Reason  Onv
Nonincded PMR.  PMRManuslDevie  Vald T - |
device o010 20Pm

How do you wish to provide your response?

Select

[ v s
R —

Both
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Edit compliance with potential legislative breach response

Goods

Good Sats  Created

Category  Good D Good Name GoodStatus  Reason  Onv
Nonincded PMR.  PMRManuslDevie  Vald T - |
device o010 20Pm

How do you wish to provide your response?

Select

[ v s
R —

Both
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Edit compliance with potential legislative breach response

How do you wish to provide your response?

Attach evidence of compliance v

Please upload the English versio of your evidence of compliance.
For easy identfcation, include the Good ID ancl Noce i th fie name. Use only English characters fo ensure the
fie saves comectly
+ Use 'Add Fils'for uploads up t0 SOME.
-+ Use 'Uplosd Large Fies'for fles up fo 5GB. The Large File Folder created in ShareFoint must notbe.
removed under any circumstances.

Note: There mey be a few minutes delay before the ‘Acd Fis' and Upload Large Files butons sppesr, as the

Systempreparesth stoage foisers.
Urioad Large les

There are no folders or fles o cisplay.

0 Your acknowedgement that at least one i has been uploaded i required *
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Edit compliance with potential legislative breach response

How do you wish to provide your response?

Attach evidence of compliance v

Please upload the English versio of your evidence of compliance.
For easy identfcation, include the Good ID ancl Noce i th fie name. Use only English characters fo ensure the
fie saves comectly
+ Use 'Add Fils'for uploads up t0 SOME.
-+ Use 'Uplosd Large Fies'for fles up fo 5GB. The Large File Folder created in ShareFoint must notbe.
removed under any circumstances.

Note: There mey be a few minutes delay before the ‘Acd Fis' and Upload Large Files butons sppesr, as the

Systempreparesth stoage foisers.
Urioad Large les

There are no folders or fles o cisplay.

0 Your acknowedgement that at least one i has been uploaded i required *
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Edit compliance with potential legislative breach response

Nonincuded PMR-  PURManualDevice  Vaid Dran
device 01010

How do you wish to provide your response?

16022025
1225PM

Provide a summary

Summary *

Ll
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Edit compliance with potential legislative breach response

Nonincuded PMR-  PURManualDevice  Vaid Dran
device 01010

How do you wish to provide your response?

16022025
1225PM

Provide a summary

Summary *

Ll
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Edit compliance with potential legislative breach response x

Good Status  Created a
Category  GoodID  Good Name GoodStatus ~ Reason  On ¥

Nonincluded MR- PMR Manual Device  Valid Draft 1602206 [

device 01010 203PM

How do you wish to provide your response?

| om v

Summary *

Please upload the English version of your evidence of compliance
For easy identification, include the Good ID and Model in file name Use onEnglish characters to
ensure the file saves correctly:
- Use ‘Add Files' for uploads up to SOMB.
+ Use ‘Upload Large Files'for fies up to 5GB. The Large File Folder created in SharePoint must not
be removed under any circumstances.

Note: There may be a few minutes delay before the ‘Add Files' and 'Upload Large Files' buttons appear,

as the system prepares the storage
Upload Large files

There are o folders or files to display.

O Your acknowledgement that at least one file has been uploaded is required *
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Edit compliance with potential legislative breach response x

Good Status  Created a
Category  GoodID  Good Name GoodStatus ~ Reason  On ¥

Nonincluded MR- PMR Manual Device  Valid Draft 1602206 [

device 01010 203PM

How do you wish to provide your response?

| om v

Summary *

Please upload the English version of your evidence of compliance
For easy identification, include the Good ID and Model in file name Use onEnglish characters to
ensure the file saves correctly:
- Use ‘Add Files' for uploads up to SOMB.
+ Use ‘Upload Large Files'for fies up to 5GB. The Large File Folder created in SharePoint must not
be removed under any circumstances.

Note: There may be a few minutes delay before the ‘Add Files' and 'Upload Large Files' buttons appear,

as the system prepares the storage
Upload Large files

There are o folders or files to display.

O Your acknowledgement that at least one file has been uploaded is required *
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Edit compliance with potential legislative breach response

Goods
Good Status Created
Category Good ID ‘Good Name Good Status Reason onv¥
Nonincluded ~ CVD- Table 1. Valid Draft 24/02/2026
device 2025-NTF- s
01011 Remove
Non included PMR- PMR Manual Device Valid Draft 24/02/2026
device 01010 2:52PM
ARTG 181319 EVICEL solutions for Active Draft 24/02/2026
fibrin sealant 10mL 2:52PM

(thrombin 5mL,
fibrinogen 5mL) vials
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Edit compliance with potential legislative breach response

Goods
Good Status Created
Category Good ID ‘Good Name Good Status Reason onv¥
Nonincluded ~ CVD- Table 1. Valid Draft 24/02/2026
device 2025-NTF- s
01011 Remove
Non included PMR- PMR Manual Device Valid Draft 24/02/2026
device 01010 2:52PM
ARTG 181319 EVICEL solutions for Active Draft 24/02/2026
fibrin sealant 10mL 2:52PM

(thrombin 5mL,
fibrinogen 5mL) vials
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Remove Good

Are you sure you want to remove this Good from this response?

Ganeel
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Remove Good

Are you sure you want to remove this Good from this response?

Ganeel
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Edit compliance with potential legislative breach response

Goods
Good status Created
Category GoodID  Good Name Good Status  Reason  On
Nonincluded  PMR- PMR Manual Device  Valid Draft 2410212026 -
device 01010 252PM
ARTG 181319 EVICELsolutionsfor  Active Draft 24102/2026 -
fibrin sealant 10mL 252 PM
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Legislative Breaches and Responses o

The following Legislative Breaches have been found for a post-market medical device review
Evidence in relation to breaches under investigation of the legislation below must be attached or a summary provided for each model that is in the scope of the
review.

Click on the arrow to the right of the Breaches under investigation to select 'Add Response'.

Breaches under investigation status Row Number
EP 1 - Use of medical devices not to compromise health and safety Draft 1
Completed 65

Medical Device Standards Order
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Legislative Breaches and Responses o

The following Legislative Breaches have been found for a post-market medical device review
Evidence in relation to breaches under investigation of the legislation below must be attached or a summary provided for each model that is in the scope of the
review.

Click on the arrow to the right of the Breaches under investigation to select 'Add Response'.

Breaches under investigation status Row Number
EP 1 - Use of medical devices not to compromise health and safety Draft 1
Completed 65

Medical Device Standards Order
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compliance-test.powerappsportals.com says

Please provide responses to all of the Breaches under investigation.
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Legislative Breaches and Responses o

The following Legislative Breaches have been found for a post-market medical device review
Evidence in relation to breaches under investigation of the legislation below must be attached or a summary provided for each model that is in the scope of the
review.

Click on the arrow to the right of the Breaches under investigation to select 'Add Response'.

Breaches under investigation status Row Number
EP 1 - Use of medical devices not to compromise health and safety Draft 1
‘ Add Response
Completed 65

Medical Device Standards Order
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Legislative Breaches and Responses o

The following Legislative Breaches have been found for a post-market medical device review
Evidence in relation to breaches under investigation of the legislation below must be attached or a summary provided for each model that is in the scope of the
review.

Click on the arrow to the right of the Breaches under investigation to select 'Add Response'.

Breaches under investigation status Row Number
EP 1 - Use of medical devices not to compromise health and safety Draft 1
‘ Add Response
Completed 65

Medical Device Standards Order
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Legislative Breaches and Responses )

‘The following Legislative Breaches have been found for a post-market medical device review

‘Evidence in relation to breaches under investigation of the legislation below must be attached or a summary provided for each model thatis n the scope of the.
review.

Click on the amow to the right of the Breaches under investigation to select ‘Add Response’

Breaches under investigation Status Row Number
EP 1- Use of medical devices not to compromise health and safety. Completed 1 [ -]
Medical Device Standards Order Completed 65 [ -]

Legislative Breaches Responses

Click on the amow to the right of the Response to select 'Edit to enter the evidence of compliance if applicable.

Response Name Breaches under investigation Created On 4

Response for EP 1 for Good ID(s) PMR-01010,181319 EP 1 - Use of medical devices not to compromise health and 2410212026 2'57
safety, M

Response for MDSO for Good ID(s) CVD-2025-NTF- Medical Device Standards Order 2410212026 301

01011,PMR-01010,181319 PM

Response for EP 1 for Good ID(s) CVD-2025-NTF-01011 EP 1- Use of medical devices not to compromise health and ~ 25/0212026 2:56.

safety, M
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Legislative Breaches and Responses )

‘The following Legislative Breaches have been found for a post-market medical device review

‘Evidence in relation to breaches under investigation of the legislation below must be attached or a summary provided for each model thatis n the scope of the.
review.

Click on the amow to the right of the Breaches under investigation to select ‘Add Response’

Breaches under investigation Status Row Number
EP 1- Use of medical devices not to compromise health and safety. Completed 1 [ -]
Medical Device Standards Order Completed 65 [ -]

Legislative Breaches Responses

Click on the amow to the right of the Response to select 'Edit to enter the evidence of compliance if applicable.

Response Name Breaches under investigation Created On 4

Response for EP 1 for Good ID(s) PMR-01010,181319 EP 1 - Use of medical devices not to compromise health and 2410212026 2'57
safety, M

Response for MDSO for Good ID(s) CVD-2025-NTF- Medical Device Standards Order 2410212026 301

01011,PMR-01010,181319 PM

Response for EP 1 for Good ID(s) CVD-2025-NTF-01011 EP 1- Use of medical devices not to compromise health and ~ 25/0212026 2:56.

safety, M
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PMR Notification Draft

Notification Details +
Goods and Model Details +

Other Required Responses +
Extension Requests +

Validate
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PMR Notification Draft

Notification Details +
Goods and Model Details +

Other Required Responses +
Extension Requests +

Validate
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Home > PMR Compliance Dashboard > PMR Notification Draft

PMR Notification Draft

e Woiicalon has been successTuly valdaied Please ook on e Preview bullon To preview Responses Cick o e Declare” buffon 1o 9o The deciaraiion o NoWieaton) X

Preview Declare
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Home > PMR Compliance Dashboard > PMR Notification Draft

PMR Notification Draft

e Woiicalon has been successTuly valdaied Please ook on e Preview bullon To preview Responses Cick o e Declare” buffon 1o 9o The deciaraiion o NoWieaton) X

Preview Declare
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PMR RFI Preview

Requirement for Information under Section 41JA of the Therapeutic Goods Act
1989

The TGA is conducting a post market review of UAT - Cochlear - Test .
RFI Name: PMR-2020-01103 - Cochlear Ltd - 01 Review Reference: PMR-2020-01103
Review in scope: Sponsor's ARTG entries that have been added to TGA test environment

Review out of scope: Any ARTG entries that do not belong to Cochlear or have not been added to TGA test environment

ARTGs and Model Details
ARTG

ARTG ID: 123416

ARTG Entry Name: Cochlear Limited - Adaptor, pin-indexed, reusable
ARTG Status: Active

GMDNS Code: 37423

Manufacturer Name:

Model: CS6633
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Declaration

General

1 understand that this is the final submission to a regulatory notication and ths information wil be used by the
‘Therapeutic Goods Adminisration in evaluating compliance with the Therapeutic Goods Act 1989 and the.
Therapeutic Goods (Medical Devices) Regulations 2002

I understand that the documents and information provided is required {0 be in English.

Iagree to the declaration *
®No Oves
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Declaration

General

1 understand that this is the final submission to a regulatory notication and ths information wil be used by the
‘Therapeutic Goods Adminisration in evaluating compliance with the Therapeutic Goods Act 1989 and the.
Therapeutic Goods (Medical Devices) Regulations 2002

I understand that the documents and information provided is required {0 be in English.

Iagree to the declaration *
®No Oves
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Declaration

Submit

Do you want to subit this Notication?
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Declaration

Submit

Do you want to subit this Notication?
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compliance-acc.powerappsportals.com says

‘The declaration must be agreed to before being allowed to submit the

Notification.
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compliance-acc.powerappsportals.com says

‘The declaration must be agreed to before being allowed to submit the

Notification.
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PMR Notification Draft

Notification Details

Goods and Model Details

Other Required Responses

Extension Requests.
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Notification Details )

Section 41JA of the Therapeutic Goods Act 1989

The TGAs conducting a post market review of UAT-2
Notification Name * Review Reference Number
pMr-2026-01450 - | 1 - 02 PMR-2026-01450

Review in scope

Tost_Tost_Test_TestTest_Tost_Tost_TestTest_Tost_Test_TestTost_Test_Tost_TostTest_Test_Test_TostTost_Test_Tost_TostTest_Test_Test_TostTest_Test Test_To
Review out of scope.

Tost_Test Test_TestTest_Tost_Tost TestTest_Test_Test_TestTost_Test_Test_Tost

Notification Documents
Name 4 Modified
I abcde 28002/2026.9.25.8M
W Emais 2002/2026.9.19AM
M Large Files 261022026.9.19AM

8 PMR-2026-01450-JohnsonJohnsonPacificPtyL td-02-Response-01 26/02/2026.9.21.M
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Notification Details )

Section 41JA of the Therapeutic Goods Act 1989

The TGAs conducting a post market review of UAT-2
Notification Name * Review Reference Number
pMr-2026-01450 - | 1 - 02 PMR-2026-01450

Review in scope

Tost_Tost_Test_TestTest_Tost_Tost_TestTest_Tost_Test_TestTost_Test_Tost_TostTest_Test_Test_TostTost_Test_Tost_TostTest_Test_Test_TostTest_Test Test_To
Review out of scope.

Tost_Test Test_TestTest_Tost_Tost TestTest_Test_Test_TestTost_Test_Test_Tost

Notification Documents
Name 4 Modified
I abcde 28002/2026.9.25.8M
W Emais 2002/2026.9.19AM
M Large Files 261022026.9.19AM

8 PMR-2026-01450-JohnsonJohnsonPacificPtyL td-02-Response-01 26/02/2026.9.21.M
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Goods and Model Details @)

The following device(s) have been selected for a post-market medical device review

The table below lists all goods and their respective models currently included within this review sponsored by your organisation.

Ifthere is an addtional good or model that you cannot see listed below; please contact the team who issued the notification for assistance in adding the device.
‘model to the review:

When adding  model on your behalf.the team will ask for the good ID, device name, model detals (supply, adverse events and complaints), manufacturer
details and instructions for use.

Models
Model
Good  GMDNS Manufacturer in Created

GoodID Good Name 4+ status  Code Name Model Scope? Cloned? On¥.

Ve abcte Valia ABCDLTD  xyz Yes Mo 2610272026

5678 918 AM
Model Details

Mods! details canrot be updated

Model details are unable to be edited, if you wish to provide data, please contact the team who issued you with the notifcation.

Received
Financial  Number Suppliedin  Number Supplied Received AdverseEvent  Created
Name. Model  Year Australia Overseas. Complaints Reports ony

‘There are no records to display.
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Goods and Model Details @)

The following device(s) have been selected for a post-market medical device review

The table below lists all goods and their respective models currently included within this review sponsored by your organisation.

Ifthere is an addtional good or model that you cannot see listed below; please contact the team who issued the notification for assistance in adding the device.
‘model to the review:

When adding  model on your behalf.the team will ask for the good ID, device name, model detals (supply, adverse events and complaints), manufacturer
details and instructions for use.

Models
Model
Good  GMDNS Manufacturer in Created

GoodID Good Name 4+ status  Code Name Model Scope? Cloned? On¥.

Ve abcte Valia ABCDLTD  xyz Yes Mo 2610272026

5678 918 AM
Model Details

Mods! details canrot be updated

Model details are unable to be edited, if you wish to provide data, please contact the team who issued you with the notifcation.

Received
Financial  Number Suppliedin  Number Supplied Received AdverseEvent  Created
Name. Model  Year Australia Overseas. Complaints Reports ony

‘There are no records to display.
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Other Required Responses ()

Response Name

Request

Created On &

Response for EP 1 for Good ID(s) PMR-01010

Provide evidence to demonstrate the.
medical device complies vith the applicable.
standards as outined in the letter sent to
youby the TGA

1710212026 1:26 PM





image166.png
Other Required Responses ()

Response Name

Request

Created On &

Response for EP 1 for Good ID(s) PMR-01010

Provide evidence to demonstrate the.
medical device complies vith the applicable.
standards as outined in the letter sent to
youby the TGA

1710212026 1:26 PM
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Edit Other required response

A response is required for each good listed below. This can be provided by including a written
summary and / or attaching one or more supporting documents to demonstrate compliance, or
both.

Please ensure that each response clearly references the corresponding good in both the
summary and any attached documentation.

Request

» GoodID Good Name. Good Status

Row Number
Breaches under investigation Status Reason »

EP 13- Information to be provided with medical devices -EP  Draft a3
13.4- Instructons for use:

‘Safety and performance of the medical device: Drat &

How do you wish to provide your response?

Select v

| Provide a summary

‘Attach evidence of compliance

-Bm
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Edit Other required response

A response is required for each good listed below. This can be provided by including a written
summary and / or attaching one or more supporting documents to demonstrate compliance, or
both.

Please ensure that each response clearly references the corresponding good in both the
summary and any attached documentation.

Request

» GoodID Good Name. Good Status

Row Number
Breaches under investigation Status Reason »

EP 13- Information to be provided with medical devices -EP  Draft a3
13.4- Instructons for use:

‘Safety and performance of the medical device: Drat &

How do you wish to provide your response?

Select v

| Provide a summary

‘Attach evidence of compliance

-Bm
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Edit Other required response x

‘Safety and perfomance of the medicaldevice. Dran 4 a

How do you wish to provide your response?

Attach evidence of compliance v

Please upload the English version of your evidence of compliance.
For easy identfcation, include the Good ID and Modal inth fi name. Use orly English charscters to ensure the
fie saves comectly
+ Use Add Files'for uplosds up to 50MB.
+ Use Upload Large Files'forfies up o 5GB. The Large File Folder crested i SharePoint must not be
‘removed under any cicumstances.

Note: There mey be a few minutes delay before the ‘Acd Fis' and Upload Large Files butons sppesr, as the

mnm s
‘
:

There are no folders or fles o cisplay.

0 Your acknowedgement that at least one i has been uploaded i required *
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Edit Other required response x

‘Safety and perfomance of the medicaldevice. Dran 4 a

How do you wish to provide your response?

Attach evidence of compliance v

Please upload the English version of your evidence of compliance.
For easy identfcation, include the Good ID and Modal inth fi name. Use orly English charscters to ensure the
fie saves comectly
+ Use Add Files'for uplosds up to 50MB.
+ Use Upload Large Files'forfies up o 5GB. The Large File Folder crested i SharePoint must not be
‘removed under any cicumstances.

Note: There mey be a few minutes delay before the ‘Acd Fis' and Upload Large Files butons sppesr, as the

mnm s
‘
:

There are no folders or fles o cisplay.

0 Your acknowedgement that at least one i has been uploaded i required *
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Edit Other required response

Legitative Breaches.
Row Number
Breaches under investigation Status Reason »
EP 13 - Information to be provided with medical devices - EP  Draft s
134 Instructions or use.
‘Safety and perfomance of the medicaldevice. Dran 4
How do you wish to provide your response?
Provide a summary v
Summary *
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Edit Other required response

Legitative Breaches.
Row Number
Breaches under investigation Status Reason »
EP 13 - Information to be provided with medical devices - EP  Draft s
134 Instructions or use.
‘Safety and perfomance of the medicaldevice. Dran 4
How do you wish to provide your response?
Provide a summary v
Summary *
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> C @ O https//www.gagov.au/business-services/tga-business-services-ts

Home > Business services

TGA Business Services (TBS)

Set up your TGA Business Services account and manage applications and ARTG entries.

) Listen & Print « Share

The TGA Business Services site allows industry to manage some therapeutic good registration applications,
and view and cancel their current entries on the Australian Register of Therapeutic Goods (ARTG).
Sponsors are able to view, download and print ARTG Register entries for their products and generate
certificates online.

Clients can also keep up to date with the latest TGA-wide and Industry specific news - directly from the
site.
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Edit compliance with potential legislative breach response

Good Status  Created a
Category ~ GoodID  Good Name GoodStatus  Reason  On ¥

Nonincluded  PMR- PMR Manual Device  Valid Draft

device. 01010

How do you wish to provide your response?

=

Summary *

Please upload the English version of your evidence of compliance.
For easy identification, include the Good ID and Model in file name Use onEnglish characters to

ensure the file saves correctly:

+ Use ‘Add Filles' for uploads up to 50MB.
- Use ‘Upload Large Files'for files up to 5GB. The Large File Folder created in SharePoint must not

be removed under any circumstances.

Note: There may be a few minutes delay before the ‘Add Files' and ‘Upload Large Files' buttons appear,

as the system prepares the storage
©Addfiles | Upload Large files

There are no folders o files to display.

O Your acknowledgement that at least one file has been uploaded is required *

Save




image173.png
Edit compliance with potential legislative breach response

Good Status  Created a
Category ~ GoodID  Good Name GoodStatus  Reason  On ¥

Nonincluded  PMR- PMR Manual Device  Valid Draft

device. 01010

How do you wish to provide your response?

=

Summary *

Please upload the English version of your evidence of compliance.
For easy identification, include the Good ID and Model in file name Use onEnglish characters to

ensure the file saves correctly:

+ Use ‘Add Filles' for uploads up to 50MB.
- Use ‘Upload Large Files'for files up to 5GB. The Large File Folder created in SharePoint must not

be removed under any circumstances.

Note: There may be a few minutes delay before the ‘Add Files' and ‘Upload Large Files' buttons appear,

as the system prepares the storage
©Addfiles | Upload Large files

There are no folders o files to display.

O Your acknowledgement that at least one file has been uploaded is required *

Save
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Edit Other required response

Add files

(Chosse Fies [1o e chosen

Overurite eisting fies
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Edit Other required response

Add files

(Chosse Fies [1o e chosen

Overurite eisting fies
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Edit Other required response

Please upload the English version of your evidence of compliance.
For easy identfcation, include the Good ID and Modal inth fi name. Use orly English charscters to ensure the
fie saves comectly
+ Use Add Files'for uplosds up to 50MB.
+ Use Upload Large Files'forfies up o 5GB. The Large File Folder crested i SharePoint must not be
‘removed under any cicumstances.

Note: There mey be a few minutes delay before the ‘Acd Fis' and Upload Large Files butons sppesr, as the

mnm s
o e
e T

0 Your acknowedgement that at least one i has been uploaded i required *
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Edit Other required response

Please upload the English version of your evidence of compliance.
For easy identfcation, include the Good ID and Modal inth fi name. Use orly English charscters to ensure the
fie saves comectly
+ Use Add Files'for uplosds up to 50MB.
+ Use Upload Large Files'forfies up o 5GB. The Large File Folder crested i SharePoint must not be
‘removed under any cicumstances.

Note: There mey be a few minutes delay before the ‘Acd Fis' and Upload Large Files butons sppesr, as the

mnm s
o e
e T

0 Your acknowedgement that at least one i has been uploaded i required *
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PMR Notification Draft

Notification Details +
Goods and Model Details +

Other Required Responses +
Extension Requests +

Validate
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compliance-acc.powerappsportals.com says

‘The declaration must be agreed to before being allowed to submit the

Notification.
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PMR Notification Draft

Expand Al Collapse All

Notification Details

Goods and Model Details

Other Required Responses

Extension Requests.

ate
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PMR Notification Draft
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Notification Details @)

Section 41JA of the Therapeutic Goods Act 1989

The TGA s conducting a post market review of UAT-2.
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