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The purpose of this guidance is to help sponsors and manufacturers understand the process in which the TGA expects sponsor and manufacturer to respond to notifications relating to post-market reviews of medical devices.
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[bookmark: _Toc65774662]Introduction
This Post Market Review Compliance Dashboard User Guide provides step-by-step instructions on how to respond to a medical device post-market review notification from the Therapeutic Goods Administration (TGA) through the Post Market Review (PMR) compliance dashboard.
The dashboard is designed to allow sponsors to view any requests or notifications from the TGA, and to respond to them. Requests and notifications may include:
requirement to provide information and documents;
requirement to provide samples; and
proposal to suspend or cancel entries from the Australian Register of Therapeutic Goods (ARTG).
[bookmark: _Toc65774663]Role types
In the PMR compliance environment, 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 have been designated by your TGA Business Services (TBS) administrator.
[bookmark: _Toc65774664]How to login to the PMR compliance dashboard
The PMR compliance dashboard is found within the TGA Business Services (TBS) website. Once you log-in with your sponsor user name and password, follow the instructions below:
	Instructions

	Login to TBS; in the Applications section select Medical Device Post Market Compliance.
[image: ]

	You will be directed to the PMR Compliance Dashboard where the Request For Information (RFIs) will be displayed.
[image: ]


[bookmark: _Toc65774665]How to view your notifications
You can sort and view your notifications by the following status:
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 a response has already been provided.
Notification – View Action: Select this option to view notifications which 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 are currently in progress.
[image: ]
There are two ways you can view your notifications:
1. Preview your notification
2. Draft a response to your notification
[bookmark: _Toc65774666]Preview your notification
You can view your notification from the Preview screen. You cannot add a response from this view. Additionally, selecting View Details or the reference number will show a ‘read-only’ preview.
	Instructions

	Click on the drop-down arrow and click on Preview.
[image: ]

	On the PMR Notification Preview screen, you can view the details for the notification and you have the option to print a copy of the notification by clicking on the Print button.
[image: ]

	Once you have viewed your notification, click on the back-browser button to go back to the PMR Compliance Dashboard.
[image: ]



[bookmark: _Toc65774667]Draft a response to your notification

The second way you can view your notification is when you respond to a notification. This is the only view in which you can add a response.
	Instructions

	Click on the drop-down arrow and click on Draft.
[image: ]

	In the Notification Details section, you can view the details for the notification.
[image: ]
[image: ]
[image: ]You can view all the document(s) associated to the notification and the list of folders that will hold the document(s) you uploaded as part of your submission.

	Click on the notification to download and open a copy of the letter. The notification will appear as a download at the bottom left of the screen.
[image: ]


[bookmark: _Toc65774668]How to respond to a notification
	Instructions

	1. Click on the drop down arrow and click on Draft.
[image: ]

	[image: ]Click on the Expand All button to expand all the sections or the + button to expand each section.
[image: ]


[bookmark: _Toc65774669]How to edit and add ARTGs and Model Details
In the ARTGs and Model Details section, you can view the Australian Register of Therapeutic Goods (ARTG) entries that have been included in the notification.
If this notification is an intial request for information (section 41JA or section 31 notification) you may add model details and additional ARTG entries that may be in scope of the post-market review.
[image: ]Adding ARTG entries, model details, and supply information is only available when responding to initial requests for information. For all other notifications you can skip this section and go to the ‘How to provide evidence of compliance with requirements’ section.
	Instructions

	1. Click on the + button in the ARTGs and Model Details section.
[image: ]

	If you are a sponsor of an ARTG entry that should be included in the post-market review, you can add an additional ARTG entry by clicking on Add ARTG.
[image: ]

	Click on the search icon.
[image: ]

	A list of the ARTG entries associated with your sponsor log in (both active and revoked entries) will be available for you to select.
Select the ARTG that is related to this post-market review. 
Click Select.
[image: ][image: ]
The list will only contain ARTG entries associated with your login.

	Click Save.
[image: ]

	2. To enter the model details and other information for your ARTG entry:
a. Click Edit Model.
[image: ]
b. Enter the model details in the Model field.
c. Select No or Yes if the model is in-scope of the post-market review. You should refer to the notification for details of the scope of the post-market review. If you select No, you need to provide a reason why you consider the ARTG entry/model is not within the scope of the post-market review.
[image: ]

	3. If there are multiple Models under the one ARTG entry, select Add model. This will clone the ARTG entry and cannot be deleted, but can be marked out of scope with N/A in the model number field if added in error.
a. Click Add Model
[image: ]The name of all models must be entered for each ARTG entry. If an ARTG entry includes multiple models, they must all be entered, even if they are not in the scope of the review. 
[image: ]
b. Click Proceed.
[image: ]
A copy of the ARTG entry for the selected model is created.
Repeat step 6 and edit the model details.
[image: ]

	For each model of device (both those that you consider to be in-scope and out-of-scope of the post-market review) you will need to upload a copy of the Instructions For Use (IFU). There are two options dependent upon the size of the document:
“Add files” button to upload documents less than 50MB size.
“Upload Large files” button to upload documents more than 50MB size.
[image: ]Please note, folders are created in the background during this process to store the information so it may take 1 to 2 minutes for the “Add files” and “Upload Large files” buttons to appear.

	To add files less than 50MB size:
Click on Add files.
[image: ]
Click Choose files and select the file you want to upload. Once you have selected your file, click on Add files button.
[image: ]
The file you uploaded will be displayed.
[image: ]
Select the check-box to acknowledge that at least one file has been uploaded and click Save.
[image: ]

	To add files more than 50MB size:
Click on Upload Large file.
[image: ]
A new window will open directing you to the SharePoint site. Click Next.
[image: ]
Click Upload and then Files.
[image: ]
Upload your file and close the window once you have uploaded the large file(s).
[image: ]
Select the check-box to acknowledge that at least one file has been uploaded and click Save.
[image: ][image: ]
The new model is updated against the ARTG.
[image: ]

	For each of the models of devices you will be required to provide supply, complaint, and adverse event details. Please check the notification letter for details on how many financial years you are required to provide data for.
The supply, complaint, and adverse event data can be completed in the Model Details section. You can update the model details for each individual financial year or you can enter the supply details, complaints and adverse events data for all models in a single file using the bulk upload functionality.
[image: ]
Refer to:
Instructions numbers 10-15 on how to update the model details for each individual financial year.
Instruction number 16 for instructions on how to use the bulk upload functionality to enter the supply details, complaints and adverse events data for all models in a single file.

	To update the model details for each individual financial year:
Click on Add Model Financial Year button to select which model you are going to add the financial year data against.
[image: ]
Click on the magnifying glass to search for the model.
[image: ]
[image: ]Select the model and click Select.
Only the models in scope will be displayed.
[image: ]
Select the financial year and click Select.
[image: ]
Click Save.
[image: ]
[image: ]The financial year details are updated.
If you select the incorrect financial year, you can remove the financial year by clicking on Remove.
[image: ]

	The following instructions outline how to add the supply details, complaints and adverse events data. Please check the notification for details on how many financial years you are required to provide data for.
Click Edit.
[image: ]
[image: ]This is the overarching screen that will appear.
Each screen will turn green as you complete each section.
[image: ]

	In the Supply Details section:
Enter the Number Supplied in Australia. To select the unit measurement in the Number Supplied Australia – Unit Measurement field for that financial year, click on the magnifying glass and select one of the options:
Box
Each
Pack
Other
[image: ]
[image: ]
Enter the number of devices supplied overseas in that financial year.
[image: ]

	In the Complaints section:
You have the option to select Yes or No if any complaints were received in the selected financial year.
[image: ]
If you select No, complete the Adverse Events section in step 14.
If you select Yes, complete the following steps:
Enter the Total number of complaints that came from Australia in the financial year.
Enter the Total number of complaints that came from overseas in the financial year.
Enter at least one Type of complaint received and Number received.
[image: ]
You have the option to upload supporting documents using the Add files and Upload Large files function. Refer to step 8 for small files (less than 50MB size) or 10 for large files (more than 50MB size) for step by step instructions on how to upload files. 
[image: ]
[image: ]Any files that have already been uploaded relating to this ARTG entry will be displayed in the list of files.

	In the Adverse Events section:
You have the option to select Yes or No if any adverse event reports were received about this model in the selected financial year.
[image: ]
If you select No, click Save and refer to step 15.
[image: ]
If you select Yes, complete the following steps:
Enter the Total number of adverse events that came from Australia in the financial year.
Enter the Total number of adverse events that came from overseas in the financial year.
Provide a breakdown of the adverse events by type of adverse event (derived from the International Medical Device Regulators Forum Adverse Event Codes http://www.imdrf.org/documents/documents.asp). Select at least one common Category of adverse event and Number reported for that adverse event type, for that particular model, during that financial year. The ten most prevalent adverse event types can be provided.
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.
[image: ]
You have the option to upload supporting documents relating to this complaint type using the Add files and Upload Large files function. Refer to step 8 for small files (less than 50MB size) or 10 for large files (more than 50MB size) for step by step instructions on how to upload files.
[image: ]
[image: ]Any files that have already been uploaded relating to this ARTG entry will be displayed in the list of files.

	Click Save and the following message will appear and click on the Back button to go back to the previous page.
“Model Details has been successfully saved. Please click on the ‘Back’ button to go back to the previous page”
[image: ]
The model details for the selected financial year are updated.
[image: ]

	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:
You need to generate the bulk upload template from the Notification Details section.
Click on Generate Template.
[image: ]
Click OK.
[image: ][image: ]
You may need to click on Refresh at the bottom of your screen to view the new template.
[image: ]
You may need to go to page 2 to access the bulk upload templates.
[image: ]
Open the ModelDetailsTemplate file to enter the supply, complaints and adverse events data for each model for the last three financial years.
[image: ]
[image: ]You can download and refer to the AdverseEventsCategoryValues and UnitValues files as references or to copy and paste the values into your ModelDetailsTemplate file as part of the next step.
AdverseEventsCategoryValues file:
[image: ]
UnitValues file:
[image: ]
Enter the supply, complaints and adverse events data for each model for the last three financial years
[image: ]
Please note:
You must complete all rows or delete the rows you don’t need to enter data.
The following columns are mandatory to complete:
Column E: Financial Year
Column F: Number Supplied in Australia
Column G: Unit
Column I: Number Supplied Overseas
Column J: Unit
Column L: Have you received complaints about this model during the financial year? (Yes/No)
Column M: Total number of complaints that came from Australia in the financial year
Column N: Total number of complaints that came from overseas in the financial year
Column O: type of Complaint Received
Column P: Number Received
Column AI: Have you received any adverse event reports about this model during the financial year? (Yes/No)
Column AJ: Total number of adverse events that came from Australia in the financial year
Column AK: Total number of adverse events that came from overseas in the financial year
Column AL: Category of Adverse Event Level 1
Column AO: Category of Advser Event Number Reported
Once you have completed the required information in the ModelDetailsTemplate file, you need to save the file as “ModelDetails.csv”. Note: it is important to save the file as “ModelDetails.csv” for the system to identify the document.
[image: ]
To upload the file, click on Add files and the new file you uploaded will be saved in the documents section.
[image: ]
[image: ]
Click on Process Bulk Upload to upload your files.
[image: ]
The model details will be uploaded in the ARTGs and Model Details section. If the model details are not uploaded in this section then there was an error when updating the bulk upload file in step 17f. Please make sure you enter 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).
[image: ][image: ]
Please note the following relating to the bulk upload functionality:
If you have any documents associated to the model details you entered in the large file bulk upload, you can upload it at a candidate level by following steps 8 and 9.
[image: ]
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.
[image: ]
Make the changes in the relevant section.
[image: ]
If you need to make several changes to the bulk upload file, it will be easier to remove the file you saved, create a new file and upload the new file. You can remove the document by clicking on Remove and follow step 16 again.
[image: ]
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 Post Market devices (postmarketdevices@health.gov.au) mailbox. The team will be able to run a bulk removal of your selected files.


[bookmark: _Toc65774670]How to provide evidence of compliance with requirements
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 in the notification letter.
	Instructions

	1. Click Add Response in the drop down option against the specified ‘Breaches under investigation’.
[image: ]

	Click Proceed.
[image: ]

	Click Refresh.
[image: ]

	Click Edit next to the generated response area.
[image: ]

	Select how you wish to provide your response.
You can choose from one of the three options:
Provide a summary
Attach evidence of compliance
Both
If you select “Attach evidence of compliance” or “Both”, you must attach minimum one file.
[image: ]
In the Summary section, provide your response. Note: the summary must be minimum 20 characters.
[image: ]
Refer to steps 8 and 9 for instructions on how to Add files and Upload Large Files.
[image: ]
Select the check-box to acknowledge that at least one file has been uploaded and click Save.
[image: ]


[bookmark: _Toc65774671]How to respond to additional information request
If a notification requires additional information on another specific matter, this is where you can provide a response.
	Instructions

	1. Click Edit to provide a response to a specific request.
[image: ]

	Select how you wish to provide your response and complete the details
Select one of the following:
Provide a summary
Attach evidence of compliance
[image: ]Both
If you select “Attach evidence of compliance” or “Both”, you must attach minimum one file.
[image: ]
In the Summary section, provide your response. Note: the summary must be minimum 50 characters.
If you wish to attach a document, refer to steps 9 and 10 for instructions on how to Add files and Upload Large Files.
[image: ]
Select the check-box to acknowledge that at least one file has been uploaded and click Save.
[image: ]


[bookmark: _Toc65774672]How to submit the information
	Instructions

	1. [image: ]If you are ready to submit your response, click Validate.
Only the Submitter will be able complete the following steps to submit the response.
[image: ]

	Once the response has been successfully validated, click Preview to preview your responses.
[image: ][image: ]
You can preview the notification before you submit it.
[image: ]

	Click Declare.
[image: ]

	Select Yes if you agree to the declaration.
Click Submit.
[image: ]

	Click OK.
[image: ]


[bookmark: _Toc65774673]How to request for an extension
If you are having difficulty providing the information in the required timeframe and need an extension, you can submit a request. Please note, that a request for extension may not be able to be provided in all cases.
	Instructions

	1. Click Draft.
[image: ]

	Click on the + button to expand the Extension Requests section.
[image: ]

	Click Request Extension.
[image: ]

	Complete the fields.
In the Proposed Due Date field, enter the new date. Note: this date must be later than the current RFI date.
In the Extension Request field, enter the reason for requesting for an extension.
If you’re ready to submit the request, select Yes. If not, select No to save the request and submit at a later date.
[image: ]

	Click Save.
Click OK.
[image: ]


[bookmark: _Toc65774674]How to respond to a “Proposal to cancel” or “Proposal to suspend”
You can view and respond to these types of notifications by following the instructions below.
	Instructions

	1. Click Draft.
[image: ]

	[image: ]You can view the notification details in the Notification Details section. 
In the Notification Documents section, you can view all the documents associated to this notification.
[image: ]

	In the ARTGs and Model Details section, click on Add Response to respond to the selected ARTG.
[image: ]

	Click Proceed.
[image: ]

	Click on Created On to enter the evidence of compliance for the selected ARTG.
[image: ]

	Click Edit.
[image: ]

	Select how you wish to respond.
[image: ]

	Enter your summary.
[image: ]

	Upload your files. You have two options (“Add files” and “Upload Large files”) to upload a copy of the Instructions For Use (IFU), for both in scope and out of scope devices. Refer to instructions:
9a to use the “Add files” button to upload documents less than 50MB size.
9b to use the “Upload Large files” button to upload documents more than 50MB size.
[image: ]Please note, folders are being created in the background to store information so it may take 1 to 2 minutes for the “Add files” and “Upload Large files” buttons to appear.
Click on Add files button to upload files less than 50MB size.
[image: ]
Click Choose files and select the file you want to upload. Once you have selected your file, click on Add files button.
[image: ]
The file you uploaded will be displayed.
[image: ]
Select the check-box to acknowledge that at least one file has been uploaded and click Save.
[image: ]
Click on Upload Large files button to upload files more than 50MB size.
[image: ]
A new window will open directing you to the SharePoint site. Click Next.
[image: ]
Click Upload and then Files.
[image: ]
Close the window once you have uploaded the large file(s).
[image: ]
Select the check-box to acknowledge that at least one file has been uploaded and click Save.
[image: ]

	Click on Validate.
[image: ]

	Click Preview to view your responses.
[image: ]
[image: ]

	If no further changes needs to be made, click Declare.
[image: ]

	Select No or Yes if you agree to the declaration and click Submit.
[image: ]

	Click OK.
[image: ]
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Attach the English version of the Instructions for Use provided with or on the device, additional information about the
samples.
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support upto 50MB. 'Upload Large files' support upto 5GB. Large File Folder created in SharePoint should not be
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Attach the English version of the Instructions for Use provided with or on the device, additional information about the
samples.

It is advised that you include the ARTG and model when entering a file name for easy identification. 'Add files’
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Section 41JA of the Therapeutic Goods Act 1989
The TGA is conducting a post market review of ARTG Devices.
Notification Name: PMR-2020-01302 - 1TGA - 03 Review Reference: PMR-2020-01302

Review in scope: The ARTG devices within this review are in scope because they have been identified as requiring further
assessment.
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The following ARTG ent

If your organisation sponsors ARTG entries that are not listed below, but are in the scope of the review, click on the ‘Add ARTG' button to include them in the.

list below.
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Click on the arrow to the right of the ARTG entry to select ‘Add model’ then select ‘Edit model'to enter the model name and other information.
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‘The following ARTG entries have been selected for a post-market medical device review

If your organisation sponsors ARTG entries that are ot listed below; but are in the scope of the review, click on the ‘Add ARTG button to include them in the
list below

The name of all models must be entered for each ARTG entry. If an ARTG entry includes multiple models, they must al be entered, even if they are not n the
‘scope of the review.

Click on the arrow to the right of the ARTG entry to select Add modef’ then select ‘Edit model"to enter the model name and other information.

Ifan ARTG entry or model was added in error, select 'Edit, then select Out of scope" and enter the reason: This model was added in error’
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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.
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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.
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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.
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Add Model Fin:

Received
Financial Number Supplied in Number Supplied Received Adverse Event  Created
Name Model Year Australia Overseas Complaints Reports Oon¥
FIN 2018/2019 - CS6633 FIN 21/09/2020
1TGA - TGAUAT 2018/2019 7:37 PM —T=="
PRODUCT- L@ Edt |
Remove

Adaptor, specify




image44.png
FIN 2018/2019 - 1TGA - TGAUAT PRODUCT-Adaptor, specify

Expand All Collapse All
Financial Year @ +





image45.png
Supply Details @)

Number Supplied in Australia *

Il 10
- ————eee———— e 4
Number Supplied Australia - Unit of Measurement *
===
[ ]
Box x| Q I
o




image46.png
Lookup records

v Short Description 4
R gy hguhuy ety gy gy gy gy gy gy SR
v Box
__________________________________________________________ =
Each
Other
Pack

Y oo | Remove e





image47.png
Supply Details @

Number Supplied in Australia *
10
Number Supplied Australia - Unit of Measurement *
Box x Q

Number Supplied Overseas *

1
Number Supplied Overseas - Unit of Measurement *

Each




image48.png
Complaints @) =

received complaints about this model during the financial year?

Nol




image49.png
Complaints @ =

Have you received complaints about this model during the financial year?
® Yes ONo

Describe the ten most common types of complaints made in Australia about the model during the financial year and enter the number of each type of
complaint

1 1. Type of complaint received Number received

.

1
I 1
I

2-Type of complaint received Nomberreceived ~— ~~ ~ """ """ T T TTTTTTTTTT "

I |





image50.png
If you wish to attach supporting documents relating to this complaint type, the English versions can be attached here.
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Have you received any adverse event reports about this model during the financial year?

|1 Category of adverse event * Level 2 Level 3 Number reported * 1
I
I

Level 2 Level 3 Number reported

I:EI:EI:EI:I
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If you wish to attach supporting documents relating to this complaint type, the English versions can be attached here.
Itis advised that you include the ARTG and model when entering  file name for easy identification. ‘Add files' support upto 50MB. ‘Upload Large files' support
upto 5GB. Large File Folder created in SharePoint should 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.

Add Model Financial

Received
Financial Number Suppliedin  Number Supplied Received Adverse Event  Created
Name Model Year Australia Overseas Complaints Reports on¥

FIN20182019 - Cse633  FIN 10 5 Yes Yes 21/09/2020
11TGA - TGAUAT 201812019 737PM
IPRODUCT-
:Adaptor, specify

| S —
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Notification Details @)

Section 41JA of the Therapeutic Goods Act 1989
The TGA is conducting a post market review of ARTG Devices.
Notification Name * Review Reference Number

PMR-2020-01302 - 1TGA - 01 PMR-2020-01302

Review in scope
The ARTG devices wihin this review are in scope because they have been ideniified as requiring further assessment.

Review out of scope

The ARTG devices not withinthis review are ot in scope because they have not been identifed as requiring furher assessment.

Nofification 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 fii

« Cickon ‘Generate template’, then refresh

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

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

« Save the file and rename it ‘ModelDetail.Csv' Please ensure that the fie is renamed as ‘ModelDeails.CSV.

« Clickon ‘Add Files' and upload the hodelDetails csv file.

« Clickon ‘Process Bulk Upload:

The uploaded Modei Detais wil appear under ‘Model Details section after few minutes, after the Refresh. I the pload contains any errors, you wil be
contacted by email

I
f| conerste Tempite || © adsies f§ Process Busk upioad
|





image58.png
compliance-acc.powerappsportals.com says

Are you sure you want to generate template for Model Details?
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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 email.
Name & Modified

o e
IDAdverseEventsCategoryValues csv (8 kB) 21109/2020.9:26.PM

1

:D ModelDetailsTemplate csv (5 kB) 21109/2020.9:26.PM

T
1D UnitValues.csv (1 kB) 21109/2020.9:26.PM
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Generate Template © Add files Pre Bulk Upload

Modified

[MModelDetailsTemplate.csv (5 kB)

21109/2020.9.26.PM :
[UnitValues.csv (1 KB) 21109/2020.9:26.PM

B ModelDetailsTempl.
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A B C
1 |Appropriate Term/Code Not Available

2 Biological Problem Identified Biocompatibility Problem Identified

3 Biological Problem Identified Biological Contamination Endotoxin Contamination

4 ogical Problem Identified Biological Contamination Microbial Contamination

5 ogical Problem Identified Cytotox Problem Identified

6 | Biological Problem Identified Genotoxicity Problem Identified Carcinogenic Problem

7 Biological Problem Identified Genotoxicity Problem Identified Mutagenic Problem

8 Biological Problem Identified Hematological Problem Identified Agglutination Problem

9 Biological Problem Identified Hematological Problem Iden Complement Activation Problem
10 |Biological Problem Identified Hematological Problem Idei Platelet Activation Problem

11 |Biological Problem Identified Hematological Problem Identified Problem due to Thrombosis Activation
12 |Biological Problem Identified Material or Material Leachate Pyrogenic Problem

13 |Biological Problem Identified Reproductive Toxicity Problem Identified

14 |Biological Problem Identified Unintended Presence of Allergens

15 |Clinical Imaging Problem Identified Gradient Induced Field Problem
16 |Clinical Imaging Problem Identified Image Artifact

17 |Clinical Imaging Problem Identified Magnetically-Induced Movement

18 |Clinical Imaging Problem Identified Radiofrequency Induced Overheating

19 |Electrical Problem Identified Current Leakage Problem

20 |Electrical Problem Identified Electrical/Electronic Component Problem Identified
21 |Electrical Problem Identified Hardware Timing Problem Identified

27 Elertrical Prabhlem ldentified Imnrnedance Prabhlem ldentified
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Save As

1 ¥ « KUMBIR > Downloads vo

Organize ~  New folder

" Digital Transform A Name

Post Market Revi N
1 Post Market Revi @] AdverseEventsCategoryValues (1).csv

AdverseEventsCategoryValues.csv
ModelDetailsTemplate (1).csv
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Notification Details @)

Section 41JA of the Therapeutic Goods Act 1989
The TGAis conducting a post market reviews of ARTG Devices.
Notifcation Name * Review Reference Number

PMR-2020-01302 - TTGA - 01 PMR-2020-01302

Reviewin scope
The ARTG derices withintis review are in scope because they have been enifed asrequiring frther assessmen.

Review out of scope

The ARTG detices not withintis reiew ae not n scope because they have not been dentfed as requiring futher assessment.

Notification Documents

‘Supply detals, compisints and adverse events data can be enfered in  singe il provided that the models have been identfied and scaoped first. Use the
ollowing steps to generste and uplosd the e

+ Clickon Gererate template then reresh

- Thres fles wil be genersted i th ls. It may take up t two miutes forth fles to sppesr. Dowrlosd the MoselDetaiTemplate csv e

« Open the e and enter supply, compisints and sdverse events data for each mode for he st three finsncil years. The AdverseEventsCategon/Values
‘andithe UnitValues fles contain the st of saverse event and unit values. These can be used as references of fo copy and paste values info the e

« Save the fie and rensme it ModelDetails.csv’ Please ensure that the fieis renamed ss ModelDetails.csv'

+ Ciick on Add Files'and uploed the ModelDetait.csv fie.

+ Giickon Process Bulk Upload.

The upiosded Mod Detailswil sppesr undsr Model Detsil'section sfte few minutes, afterthe Refresh. I the uplosd contsins any erors, you wil be:

(o o { 1o
=|===





image67.png
Name 4+ Modified

[)AdverseEventsCategonyVatues.csv () 21092020 9252
I ModeiDetais cov (2 1) less ihan 3 mine 20 1
[IModelDetaisTempiate cov (545) 21092020 925,20
[3Unitvalues.csv (1 8) 21092020 9252
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The uploadied Model Detals will appear under Model Details' section sfter few minutes, after the Refresh. If the uplosd contains any emors, you will be.

contacted by emsil o

Name 4+ Modified
[3AdverseEventsCategoryValues.csv ( K5) 2109R920.9285M
[IModelDetais.csv 5 K&) about 2 minute 20
[ MogeiDetaisTempiate.csu (5 k5) 2109R920.9285M
2109R920.9285M
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Model Details

Mogel detais must be added for the ast three financis! years. ik ‘Add Model Finsncial Year'to add sach financial yesr, then cick o the name to add the.
‘mods! detait for each year You can siso enter the supply details, complaints and acverse events osta for sl modes into & single i instead of sading them
‘separately fo each model by following the insiructions inthe Notiication Documents secton.

I eropuct-
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Received 1
! Financial  Number Suppliedin  Number Supplied  Received Adverse Event  Created H
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Models

Model
ARTG ARTG  GMDNS Manufacturer in Created
DA ARTG Entry Name Status  Code Name Model Scope? Cloned? Onw
11518321 1TGA- TGAUAT Active  TG15183215 CS6633 Yes Yes 21/09/2020 :
1 PRODUCT-Adaptor, 217PM

Add Modell
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= Edit Model|
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Model Details

Model details must be added for the last three financial years. iick ‘Add Model Financial Year'to add each financial yeer, then click on the name to add the
model details for each year. You can also enter the supply details, complaints and adverse events deta for all models into a single file instead of adding them

‘separately for each model by following the instructions in the Notification Documents section.

Number Suppliedin  Number Supplied Adverse Event

Created
onv

I FIN 201872019 -
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| PRODUCT-
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PMR Notification Model Details Edit

FIN 2018/2019 - 1TGA - TGAUAT PRODUCT-Adaptor, specify

Financial Year @ +

Supply Details @ =

Number Supplied in Australia *

10

Number Supplied Australia - Unit of Measurement *
Box x|a
Number Supplied Overseas *
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Each x| q
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Model Details

Model details must be added for the last three financial years. iick ‘Add Model Financial Year'to add each financial yeer, then click on the name to add the
model details for each year. You can also enter the supply details, complaints and adverse events deta 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
FIN20182019- CS6633  FIN 10 5 Yes Yes 211092020 : 1
1TGA - TGAUAT 201872019 LU
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1 Remove
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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 that s in the scope of the
review.

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

Breaches under investigation Status. Row Number 4

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

Safety and performance of the medical device Drait ar
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Add Response

Do you want to add a Response to this Legislative Breach?

Cancel
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Legislative Breaches and Responses ()

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

review.

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

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

Legislative Breaches Responses
Gick on the arrow o the rght of tn Response (o select G to entr he evidence of compliance.

Response Name Breaches under investigation

‘There are no records to display.

Breaches under investigation status Row Number 4
EP 1-Use of medicaldevices not to compromise halth and safety Completea 1 ]
Safety and perormance of the mefical device Drat @ =2

Created On ¥

Other Required Responses +
Extension Requests +

e 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 that s in the scope of the

review.

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

Breaches under investigation Status Row Number 4
EP 1 - Use of medicaldevices not o compromise healt and safety Completed 1 ]
Safety and performance of the mecical device Dratt a ]
Legislative Breaches Responses
Click on the arrow to the right of the Response fo select Edit' to enter the evidence of compliance.
Response Name. Breaches under investigation Created On &
Response for EP 1 - Use of medicaldevices notto EP 1- Use of medical devices not o compromise healfh and 2310812020 120
compromise health and safety for ARTG Number(s) safety. PM

1517156,1618321,1518446, 1521905
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Edit Compliance with Essential Principle Response x

ARTGs (Please note that ARTGs can be removed from this response)

Status Created On

ARTGID  ARTG Name ARTG Status Reason

1516445 TGA-TGAUATPRODUCT-  Aclive Dran oz [
Adaptor, specity a08PM

1518321 1TGA-TGAUATPRODUCT-  Aclive Dran 1a00200 [
‘Adaptor specify 403PM

1517155 1TGA-TGAUATPRODUCT-  Aclive Dran 1402020 [
‘Adnesie, sof tssue a08PM
‘approdmation

1521905 1TGA-TGAUATPRODUCT-  Aclive Dran 1a00200 [
‘Adroit Guiding Catheter - a08Pm
Cathete, ntravascular.
quiding

How do you wish to provide your response?

1| Provide a summary

Attach evidence of compliance

Both
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How do you wish to provide your response?

Both

Summary *
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How do you wish to provide your response?

Both M

Summary *

Atach the Englsh version of your evidence of complance.
I aduised thst you include the ARTG and mose when entering e pame for essy dertiication. ‘Add fies’
‘Support upto SOMB. ‘Uplosd Large s’ support upto 5GB. Large File Folder crested in ShirePoin shoukd not be
removed under any circumstance.

[l ©dane Upload Large f
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Name 4 Modified

[test.txt (1 KB) 01/10/2020 10:40 AM
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Other Required Responses ()

RFI Response (name)

Request

Created On &

Other Required responses

‘The Eurcpean languages are members of
s

the sama famlly. Thar separate exlstant
‘amyth. For science, musiz, sporl, els,
Eurcpe uses the same vosabulary. The.
languages only difer n their grammar, thelr
prenunciation and their mos: common
words. Everyone realizes why a new.
commen language wouid be desirable: one.
ould refuse to pay expensive transiators.
To achieve s, it would be necessary o
have uniform grammar, pronunciation and
more common words. I several languages
coalesce, the grammar of he resulling
language is more simple and regular than
that of the Individual languages.

3010412020 12:02 PM
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@ Edit

Adhoc RFI Response

Evidence for adhoc must be attached or a summary must be provided.

Request

How do you wish to provide your response?

Provide a summary

Attach evidence of compliance:
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How do you wish to provide your response?

Both M

Summary *
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Attach the English version of your evidence of compliance
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