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you are part of an organisation, for internal use within your organisation, but only if you or your organisation do not use the
reproduction for any commercial purpose and retain this copyright notice and all disclaimer notices as part of that
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concerning reproduction and rights are to be sent to the TGA Copyright Officer, Therapeutic Goods Administration, PO Box
100, Woden ACT 2606 or emailed to <tga.copyright@tga.gov.au>.

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.

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.

This document will evolve over time and updates and clarifications will be included as required. Feedback
on the guidance is always welcome.
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Therapeutic Goods Administration

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;
e requirement to provide samples; and

e proposal to suspend or cancel entries from the Australian Register of Therapeutic Goods
(ARTG).

Role types

In the PMR compliance environment, there are two role types:
e 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.
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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:
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1. Login to TBS; in the Applications section select Medical Device Post Market Compliance.

2. You will be directed to the PMR Compliance Dashboard where the Request For
Information (RFIs) will be displayed.

Home

Aamtralian Ginermmient
7
2 Department of Healil

TGA

Compliance

PMR Complance Dashboard

Raterence
Humber

1-HP0-01305

Raview Description

-0130F Devices - ARTG

Oevioes - ARTG

1TGA

ITGA

Portal

Sponsor Nama

PMR Compliance Dashboard

34108 Propoaal

Stciion 4144

HNotification Typa

Etatus

SentiAwaiting Response

SentAaaling Resporse

Lucy Crawlord -

R=aponie Dus Date
+

2901072020 500 P

23 Q2020 300 Pid

Post market review compliance dashboard

V1.2 March 2021

Page 5 of 54



https://www.tga.gov.au/tga-business-services

Therapeutic Goods Administration

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.

e 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.

e 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.

PMR Compliance Dashboard

Response Dus Date
Sponaor Name Motification Type  Status &

1TGA Ssction 4104 Senlfwatng Responso 21102020 500 PM n

There are two ways you can view your notifications:

1. Preview your notification
2. Draft a response to your notification

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.
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Instructions

a. Click on the drop-down arrow and click on Preview.
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b. Onthe 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.

PMR Notification Preview

e
Im:
! I
i

- ppep——— |

Section 41JA of the Therapeutic Goods Act 1989
The TGA & conducting a post market review of ARTG Devices.
Motification Name: PRAR-2020-01302 - 1TGA - 03 Review Referance: PLAR-2020-01 3207

Review In scope: The ARTG devices within this review are in scope because they have been identified as requiring further
Assetsment

Raview out of scope: The ARTG devices not within this review are not in scope because they have not been identified as requiring
further azrezemant

ARTGs and Meodel Details
ARTG

ARTG ID: 1518321

ARTG Enlr]l Mamae: 1TGA - TGAUAT PRODLICT-Ad ekl '\.|:-.':.i1:.-'
ARTG Status: Active

GMDNS Code: TG15183215

Manufacturer Nama:

Maodel:

Is this modal in the scope of the review? Yis

Cloned? Mo
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Instructions

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

e
1 _: c 0O @ compliance-acc.powerappsportals.com/pmr-compliance/pmr-rfi-preview,/7id=1358ba04-2076-4=6f-8877-0d

Australian anrnmeu! TG A

Thepar it T Compliance Portal

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

d. Click on the drop-down arrow and click on Draft.
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e. Inthe Notification Details section, you can view the details for the notification.
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Instructions

Homas PME Compliance Dashboard

PMR Notification Draft

ARTGs and Model Detalls

Legislative Breaches and Responses
Other Required Responses

Extension Requests

e ] o |
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Instructions

Notification Details {J)

Section 41JA of the Therapeutic Goods Act 1989

The TGA is conducting a post market review of ARTG Devices.

Neotification Name * Review Reference Number
PMR-2020-01302 - 1TGA - 1 PMR-2020-01302

Review in scope

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

The ARTG devices not within this review are not in scope because they have not been idenfified as requiring further assessment.

Motification Documents

Supply defsils, complaints and adverse events dsta can be entered in a single file, provided thst the models have been identified and scoped first. Use the
following steps to gensrate and upload the file:

= Click on "Generate template’, then refresh

= Three files will be generated in the iist. It may take up to two minutes for the fles fo appear. Download the ModelDetails Template csv file

= Open the file and enfer supply, compiainis and adverse evenis data for each model for the last three financial years. The AdverseEventsCategoryValves
and the UnitValues files confain the lists of adverse event and unit values. These can be vsed as references or fo copy and paste values into the file.

« 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 ModelDetalls.csv file.

= Click on ‘Process Bulk Upload”.

The uploaded Model Details will appear under ‘Model Detsils' sechion after few minutes, after the Refresh. If the upload comtains any errors, you will be

contacfed by email.
© Add files Process Bulk Upload

| Wm Large Files

: I TGA - TGAUAT PRODUCT-Adaptor specify

I Name # Medified |
| M 1TGA - TGAUAT PRODUCT-Adaptor speci 140972020 410 PM !
|
| I 1TGA - TGAUAT PRODUCT-Adhesive soft fissue approximation 140872020 410 PM |
[
1
: I 1TGA - TGAUAT PRODUCT-Adroit Guiding Catheter - Catheteri... |
| Emaiis 1
| |
|
1
L]
|

= 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.
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Instructions

f.  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.
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How to respond to a notification

Instructions

1. Click on the drop down arrow and click on Draft.

L, -ﬁr. Awarslion Govrament | 10

Tgartms e =1 Bleabty

Homas PMR Compllance Dashbosrd

PMR Compliance Dashboard

5 |
Reference Responss Due Date
Humber Review Description Spoasor Name Motification Type Status
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| Jeoeen R |
iE 1 TN, & Mg ' > PRt L] i
<l | A T Senlwndng B P

section.

Click on the Expand All button to expand all the sections or the + button to expand each

Heeme PMR CompRance Bashboard

PMR Notification Draft
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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.

- 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.

PMR Notification Draft

Notification Details +
ARTGs and Model Details +

2. Ifyou 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.

ARTGs and Model Details o =

The following ARTG entries have been selected for a post-market medical device review

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

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:

Click on the arrow to the nght of the ARTG entry to select 'Add model’, 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’

Models
]
=)
| Se——
Model
ARTG ARTG  GMDNS Manufacturer in Created
ID 4 ARTG Entry Name Status  Code Name Model Scope? Cloned? On
1517156 1TGA - TGAUAT Active  TG15171563 Yes No 1410972020
PRODUCT-Adhesive, soft 4:08 PM
tissue approximation
Post market review compliance dashboard Page 13 of 54
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Instructions

3. Click on the search icon.

Add ARTG *

ARTG *

4. Alist of the ARTG entries associated with your sponsor log in (both active and revoked
entries) will be available for you to select.

a. Select the ARTG that is related to this post-market review.
b. Click Select.

Add ARTG *

Lookup records

w ARTG ID Good Name 4 Good Status

e

1518445 MGA - TGAUAT PRODUCT-Adaptor, specify Active

1518321 1TGA - TGAUAT PRODUCT-Adaptor, specify Active

1517158 1TGA - TGAUAT PRODUCT-Adhesive, soft Active
tissue approximation

1521206 1TGA - TGAUAT FRODUCT-Adroit Guiding Artiva
Zatheter - Catheter, infravascular, guiding

— ]

Select I Cancel Remove value
—

7= The list will only contain ARTG entries associated with your login.
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Instructions

5. Click Save.

Add ARTG

ARTG*

|| 1TGA - TGAUAT PRODUCT-Adaptor, specify

6. To enter the model details and other information for your ARTG entry:

a. Click Edit Model.

The following ARTG entries have been selected for a post market medical device review
¥ your orpamagbion sponpors ARTIES anines Hel ane not Gated below but are n ihe scope of the review, click oo the ‘Add ARTG bufion to mefude them in e
list bakow
Thare s ool ! rrsciiels males! B enborsd for ooch ARTE ealry If an ARTEE sl el sl sodkels, Moy st all e anbened, aven f Sy are maf m e
sropes of e revew
Click an the smow fo the nghi of ha ARTG satry 1o select Add model then seleet Edi mods’ o anter the modsal neme and ather informaban
¥ an ARTG antry or modal was addad i emor salect Tt ihan salect Tl of seane’ snd antar e reasan’ This madied as sddad in errar’
Medals
Madal
ART AHTG MDNS Manulactore Fin Created
O ARTG Entry Name Swmus < Code MHame Model Scope? Cloned? On
1518321 1TGA - TGAUAT Active TGIS1BRIY Yes Na 21020 n |
FRODUCT-Adaptor 202 P 5 Y
5 Al Model
npetify ]
1 Edit Moveil
1EATISGE TG4 . TrSSIIAT Bty TEIGITICRT Wik Blo TAMCIN T L
b. Enter the model details in the Model field.
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Instructions

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.

Edit Model *

ARTG

ARTG ID ARTG Entry Name

1518321 1TGA - TGAUAT PRODUCT-Adaptor, specify

| Model - 1

I
| | Cse633

Provide the reason why it iz not in scope *

Attach the English version of the Instructions for Use provided with or on the device.
It is advised that you include the ARTG and model when entering a file name for easy identification. 'Add Files’
support upfo S0MB. 'Upload Large files’ support upto 5GB. Large File Folder created in ShareFoint should not be

removed under any circumstance.
© Add files Upload Large files

7. 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

- 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.
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Instructions

= and Model Details o =

The following ARTG entries have been sebected for a post-market madical device reviaw
W yowr orogesahon Soorscrs ARTE enines ol are rol kehed bedow, bul are i he scope of the rewew, ook on fg Aod ARTE: bulfon fo inclnde theen a1 e
liat below

The name of all modals must be enteved for sach ARTG entry ¥ an ARTG entry inciudes muitple models. thay must al be entered. gren i they are not i the
snape of the nrew

Cleck om the arrow B2 Ihe noht of the ARTE enlry lo select Ao model, Lhon selec! Edi model” o erder e moded mame grd olfsey’ miformalon
Fan ARTE eniny or model wes eddsd in amor, select Edif, then select 'Ouf of acope’ snd enter the resson. Thiz modal was sdded i amor’

hodels

Mokl
ARTG ARTG  CMDNS Manufacturer In Created
(181 3 ARTG Entry Name Satus  Code Name Modal Scope? Cloned?  On <
1518321 1TGA - TGALAT Aciive  TG15182215 Yas 1] 2110972020 u
E‘RDF!UCT«ﬁ.daDNr 2:02 PM R0 o
spuacafy ——— -
Edil Kodel
117166 1Trn . TEAIIAT fethrs  TERAGITIERY Wae Bin 1ANAIIN 1

b. Click Proceed.

Add Model *

Do you want to add a Model?

I Proceed Cancel

Post market review compliance dashboard
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Instructions

A copy of the ARTG entry for the selected model is created.
Repeat step 6 and edit the model details.

Tha following ARTG entries have been selected for 8 post-market madical device review
If your onpanssalion snarsars AQTG anbiea fal an nol efind balow Sul 800 & the scope of the raview. chok on e AGT ARTIG bution o incivae Man in the
Eaf balow
Thr e of all mocksls musd e gnferad for sach ARTG anlry, If an ARTE eatry mcuges multole mode's, By mus of b ordered, eve of ey e nol m e
Sctne oF I rivabiy
Chion e armow fo e noAl of the ARTE entry to- select Aod model, then saiect Edlt madsl Io anier the model name and oiner infarmation
Han ARTG eriry o mode was adoed = eeroe. sedect Sl St sedoc! 'Ol of soupe’ and anter Ine rrascrr. Thia moo wis addod in anror
IMaclels
Maahel
ARTG ARTG GMONS Manufacturer in Croabnd
10 ARTG Entry Bame Simus  Code Name Weodel Scopa?  Cloned? On
[ i -
J1516321  1TGA - TGAUAT Acti TG15183215 Vi e S G200 u ]
i FRODUCT-Adapior. 21T PM |
e T e e e J
1518321 1TGA - TGALAT Active TGIE1E3L16 es Ha 202020
PRODUCT-Adaplos 202 P
smarily

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.

- 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.
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8. To add files less than 50MB size:
a. Click on Add files.

Edit Model
ARTG
ARG RETE By Mase
psrEEM TGA, - RGALMET PROCUCT-Adapbor, 3pecih
Klodel
el !
c8a11

I8 i ol i e BCopd of T v
e W en

laech it Engivth werians, of W inbiuctons Bot Ui prosssesd il i on e Seace
" el i a8k R

b. Click Choose files and select the file you want to upload. Once you have selected
your file, click on Add files button.

Add files

|
Choose files |_Choose Files [{020-36296 __3) (1).doex

Owerwrite existing files

I conce
|

The file you uploaded will be displayed.

Mcdri

| CoiE

B8 IR e o TR RO of T T
Ha W ves

LA P Erpeid e of B

ed

c. Select the check-box to acknowledge that at least one file has been uploaded and
click Save.

Marrw Mo

U000 MOS0 A [-]

e eeE s A MsMssssssssssssssssssssssssEsssssssaea
i Frisié MOVIOR your BCLPOWBOGRINES! TN §I a8l ShE Mlé "JA DEs" LD :
i
i
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9. To add files more than 50MB size:

a. Click on Upload Large file.

Edil Moded
ARTG
ARTGED ARTG ooy Sams
PRTELL VIEA - TALAT PROOLET - Adacane spacily
Madal
el ”
f2 -]

It e bt oo of e e T
Ve e

Y Microsoft

Sharning Link Validation

© 2007 Mmool Frvacy & Codloes

c. Click Upload and then Files.

b. A new window will open directing you to the SharePoint site. Click Next.

D365-CCF-Test-Site

= + MNow i T Uplead 1 E
===
eesation T SR,

Documents

Shared with us MNeioa

wn lohng
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Instructions

d. Upload your file and close the window once you have uploaded the large file(s).

-
@ PMR Notification Draft - Custom X a D365-CCF-Test-5ite - Large Files I :I:J +

& ﬂ- # healthgovdev.sharepoint.com/sites/D365-PMR-Test-Site/tga_s

SharePoint

e. Select the check-box to acknowledge that at least one file has been uploaded and

click Save.
g
Name 4 Modified
[Mteskbet (1 KB) 0111072020 10:40 AM o

vy
A . .
“  The new model is updated against the ARTG.
Modeals
Madsl
ARTG ARTG GMONS Manudacturer 4] Creatod
(10 3 ARTG Entry Name LTE ] Coie Karma Modal Scope?  Cloped? On W
: 1518321 1TGA - TGALAT Achve  TGIS183215 55633 Yas Yes ez Py )
I PRODUCT-Adaptor 21T PM I
1 spodify I
15.18321 'IITGJH. EG.-‘;LI-'-T -w.t.. 1-:;-1;.\?23.!';5 '\-‘..;-. Mo ..'1-'35-'1:1.2’.1
PRODUCT-Adaptor 202 FM
Spooly

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.
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Instructions

kodel Details

Lo CATBAS MIEE DO BOCRT FOr 1Y0 HABT Mo SNancill piai. G AST MO Frinca’ This 50 00 8400 FRBnC’ jede, [Hen 6ok o 910 AaTH 10 00 T
o’ darads far BCR VRS VOO S8R BIS3 BN PRe LTS SRIRAE Samaiaial B AIVEIES SVes O B AT macely 1S 8 Begie Sie aiead of sading e

sepirntely for sach mocel Dy Rallooig ibe inginctons in i Aletieaton Docuswifs secn

Recehi
Finsachil  Wember Sapgied in Mumdser Suppied Recelved Amverse Eveni  Created
Hamhe Thsaei Year Ausmails

Ovtrieas Complaini Hepein On &

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.

10. To update the model details for each individual financial year:

a. Click on Add Model Financial Year button to select which model you are going to
add the financial year data against.

Moded Details

Mede! dedads must be added for the las! three financial poars, Click Add Model Financial Year fo adad sach financial year, rea click on fhe name to add the

medel delads for pach vosor. You can &'so enfer the supply dofals, complainfs and sdverzs even's dofe for sl models info @ single hle inslead of addeng thert
separaiely for sach model by fofowing e instruchons in ihe Nolfication Documants sechon.

Received
Financial  MNumber Supplied Numbes Supplied Received Adverse BEvenl Created
Name Mode| Year AuUstralia OwErseEas Complains Repors On o
b. Click on the magnifying glass to search for the model.

Add Model Financial Year »

RFI

FRAR-2000-0730@ - 1TGA -0

Meodal *

Financiad Year ©

| a

c. Select the model and click Select.

Y

7 Only the models in scope will be displayed.
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Lookup records

ARTG ID ARTG Entry ARTG

o 4 Hame Btatus
I w 197158 17GA Actve
I TGALAT
: PRODUCT
1 Adbesive, soff
I
I

Created On

TEALIAT
PRODUCT
Adaplor
=pecify

TS ITGEA ALTvE
Tl IAT

LN

e
E |

202 P

21R20E0

2Treud

Remaonve value

d. Select the financial year and click Select.

Add Model Financial Year

Lookup records

FiN ZoE00T

FIN 2O TS

FIN SO W3 o

-

R viaksn
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e. Click Save.

Add Model Financial Year =

RF1

FRIR- P00 300 - TTEA

Madsl
1518321 H| ok ‘
Financ:gl Year "
| il AR AN n L= ‘
ot el . - L

The financial year details are updated.

- Ifyou select the incorrect financial year, you can remove the financial year by clicking on
Remove.

Model Detaits

Aol dhelnila st be aaded for tha laar Fves Bnancal prant Sl Wad Model Franoal Year' 1o add sach fraccial peen v ook oo me Aeme B0 add the
mcchel detanis for sick e Yoo can also snl e Supely Sefei complasts dnd sdveae sveals dede K all mooels ko & single e maeed of sdkding Bies

saparmialy B aach model by ilowing e insiructions in e Aodicaon Docoments necrion

Regeivea
Femancial  Numbet Buppledin Numbe Soppted Rrcerad Agverue Drent  Created
Mame Madel Yanr Ausiraiia |- Enmplents Hepors on &
Ve I CSmE31 PN PRI -
T 1 830 7.97 PR

11. 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.

a. Click Edit.

Model Details

e’ duinis mucd e pdded Ky i el P Bnascad pewrs. ek e Liode! Frence) Year o s Eeprcral paw, Do lick o Do maro 5 8 P
ac ekl for ach i Fay Sin 40 Sl B Engdy dalible. Somolinets e SRS Rnis cls Er aF ssaciels [ni & single e et of adding Met

BEEREINY fO0 BN Mg Dy fitenng e Inpinationg 7 e Maticedon Documeth aecran

Bt mivmil
Finescial  Numter Suppled in Nurdser Suppsad Ancoined Adfverss Bvend  Creaied
Mans Mol ear Aintraia Oversess Compisiniy By oo
 Arinret CHEEL N u
20nR2018 297 P N
{0 Ese |

This is the overarching screen that will appear.

‘J= Each screen will turn green as you complete each section.
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FIN 2018/2019 - 1TGA - TGAUAT PRODUCT-Adaptor, specify

Financial Year E

Supply Dotails

Complaints {f)

Adverse Events ifj

BN

12. In the Supply Details section:

e Box

e Each
e Pack
e  Other

Supply Details ) =

Humber Supplied in Australia *

a. 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:

§

s o s s T T T T T S S T N S S TN N S

Bew | x]a
Lookup records *
I Q
o Short Description 4
ol e e, o e e o P, e e, L]
I Box :
- G S S B S S G G I S G S - - -
Each
iher
Pack

: Cancel  Remove value
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b. Enter the number of devices supplied overseas in that financial year.

Supply Details 0 =

Humber Supplied In Australia *
| = |

Humber Supplied Australia - Unit of Measurement *

| 5o -Ta]
Humbrraupplh-ﬂﬂveﬂm

peASossmssEAssERsss B D gy !
|

E J
'Eme?r"ﬂ.'HprTfhm"_T-.u]_ﬁrﬁ:_ul_ﬁe;mm"*__ﬁ'—___"_____________________"__"___________"__"_:::_
N

i Each x :] alf
K L

13. In the Complaints section:

You have the option to select Yes or No if any complaints were received in the selected
financial year.

Complaints )

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

a. Ifyouselect No, complete the Adverse Events section in step 14.

b. Ifyou select Yes, complete the following steps:

¢ Enter the Total number of complaints that came from Australia in the
financial year.

e Enter the Total number of complaints that came from overseas in the
financial year.

e Enter atleast one Type of complaint received and Number received.

Hawve you received complaints about this model during the financial year?

Drascriba the ten most common types of compiaints mada in Australia about the modad during the inancial year and anbar the numbear of each type of
complaint
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c.  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.

It you wish fo afach supporing documents relatng io this complaint typa, the Englesh versions can ba attached hese
i sohviged Thad you mcluds the ARTE and modél when snlenng & e pames for sasy iantification. Add e suppon upla SOME Unioad Langes flss" suppor

upe 5G8. Lovge Fie Folder croaded i ShanePoud shoukd nod be niviowed wndtr @y crcumstanc
e i i s
= e
I

Nams 4 Modified

2100020 330 PM -]

- Any files that have already been uploaded relating to this ARTG entry will be displayed in
the list of files.

14. 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.

Adverse Events ()

Have you réceived any adverse event reports about this medel during the financial year?

a. Ifyouselect No, click Save and refer to step 15.

Adverse Events 0 -

;_Hylmn_clﬂud any adverse event reports about this model during the financial year?
': Yeos = No g

| I your wish to mitach supparting documanis relatng 1o thes complaint type, tha Englsh versons can be altached hore
| Mz achesad Mhat your includs the ARTG and moded when andanng a fife name for assy ieniicaton. Aod Wes” suppor! upio SOMEB Unload Larnpe Mes” suppoT

| upto 5GE L AT Fia Folder crested in SheePont shoid nol be emoved uider ANy CVCInElance

Modified

Mame 4
IPMRRS TEMP 1 1 b <41JA Raquiremonts Toe mfomm 2102020 3 29 P Ll

b. Ifyou select Yes, complete the following steps:

e Enter the Total number of adverse events that came from Australia in the
financial year.

e Enter the Total number of adverse events that came from overseas in the
financial year.

e 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

Post market review compliance dashboard Page 27 of 54

V1.2 March 2021


http://www.imdrf.org/documents/documents.asp

Therapeutic Goods Administration

Instructions

adverse event types can be provided.

The region is identified in the heading.

Category of adverse event and Number reported for that adverse event type,
for that particular model, during that financial year. The ten most prevalent

e Ifthere 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.

Adverse Events @

Have you recelved any adverse event reports about this model during the financial year?
& Ygs LMo

[

Sadec! the beh mosl common ciligonet of sdverss evenls reporiad in Sustralia aboul the mode during e hinancesl yea

|

: 1. Category of adverse event ® Level 2 Level 3 Mumber reported * I
:| Biclogical Froblemide | & | @ | Cytotoxicity Problem b | % | Q l | Q | 1
lﬁlﬁﬁﬁ:ﬁi" sdverseevend Leveld | B e e f raparted

|| a| |

instructions on how to upload files.

c. 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

IF e w10 WRALY) SLgering docuements Mg i ths comolant ige, ihe EToish wrsons om s it Ney

ey A [ arges s Pl cresting i SlevePou shosl] oof be o weckss vy croonmeas

¥ i mfyim st ol i e 205 TS ned mondal st eofemg @ Gl names for sany ol lcstnn W es” signcr anio W08 Dinkod Fange Ak’ st

o

the list of files.

Any files that have already been uploaded relating to this ARTG entry will be displayed in

—_

to the previous page.

the previous page”

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

Firansial Your iy

Hupply Detaie @

c-:«u:umhﬁ

.w'ru-m&

=

5. Click Save and the following message will appear and click on the Back button to go back

“Model Details has been successfully saved. Please click on the ‘Back’ button to go back to
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The model details for the selected financial year are updated.

Model Details

Moded defaifs musi be added for the feal three hnancisl years. Cick Add Model Financial Year o sad each financial year, then cick on the name (o add the
roded defails for oach yoar. You can also onfor the sipply delmils, complanis and adverse events dila for alf modeds o o single We instoad of adding them
separanaly for each moded by foffowing e snstructions in ihe Nolficalion Documents seciion

Add Mode] Finardcial Year

Raceived
Financial Mumber S-I.IppHE-H 1] Murmber E.upplle:l Recelved Adverss Event Craated
Model Yaar Australis Orversaas Complainis Raports on o
CSB633 Fi 10 5 You Yos 0020

1
1
ANERNE 37 PM I
]
I
1

16. 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:

a. You need to generate the bulk upload template from the Notification Details
section.

b. Click on Generate Template.

Notification Details ()

Section 41JA of the Therapeutic Goods Act 1989
The TGA is conducting a post market review of ARTG Devices.

Naotification Name * Review Reference Number
PMR-2020-01302 - 1TGA - 1 PMR-2020-01302

Review in scope

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

The ARTG devices not within this review are not in scope because they have not been identified as requiring further assessment.

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 fo two minutes for the files to appear. Download the ModelDetails Template.csv file

« Open the file and enter supply, complaints and adverse evenis data for each mode! for the fast three financial years. The AdverseEventsCafegoryValues
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 info the file.

« 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 ModelDetails.csv file.

» Click on 'Process Bulk Upload'

The uploaded Model Details will appear under ‘Model Details’ section affer few minutes, affer the Refresh. If the upioad conlains any errors, you will be

contacted by email.
IS
f oo | o
el
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c. Click OK.

compliance-ace powerappsportals.com says

Are you sure you want to generate template for Model Details?

1= oI N
I I

d. You may need to go to page 2 to access the bulk upload templates.

Tha updoackad Bdodel Dtads vl moodas wadir Tiladal Dofaik” sectodr alfer fow canutes ol the Refosh IF the updasd oo any armors, pou il be
cardached by evmad
Cénerale Feplale m Prooess Uul, Lipkoud
Mame 4 Maodified
¥

e. Open the ModelDetailsTemplate file to enter the supply, complaints and adverse
events data for each model for the last three financial years.

Foamie &

= 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:
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UnitValues file:

7, - S ¥ YRR SR

Box

Each
Other
Pack

f.

Enter the supply, complaints and adverse events data for each model for the last
three financial years

] i i W 4 0 '
Drsm Wik Pt % Ly eree WahMirvs o Botsl meen Tane mem L hype ol 1 i

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 Al: 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
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—  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.

B save as %
T & = KUMBIR » Downloads w B Search Downdoad B
Cuganize = M ol = ﬂ
Digital Transform ®  Name : Date meditied T
Pt Mndieet: e 0. AdversebventsCategonalues [1os 1082020 946 P M
Presentations 0. AdversebventsCategon/Values, iy 1EDE 2020 255 P B
Trainineg 0 ModelDetailsTemplate (1).csv A 2020 %36 PM M
ModelDetailsT i 56 K M
u[ Micrasoft Excel a :| EtsTormiplate cov
@ UnitValuescsv 21105, P K
i Matwork
*
:'-:--"-.---- -
y File name: | s N *-'
Save a5 typar  CSV (Comma delimited) [*.co) w

Authors  KIEMARSKLIRL, BIFRAY, Tacpe  Ackd 2 lag

A Hide Folder fools ~ o

g. To upload the file, click on Add files and the new file you uploaded will be saved in

the documents section.

Sectlon 41J4 of the Therapeutic Goods Act 1989

The TG is conduecing & pdl marel revew o4 AFITG Devicea

Mulification Mare * Tte varm Metrerer Mumlter
EARPON3-07 B0 - TTGA O L ababa ) S5

Heview in scope

o LM T dwatms woille Uow (rciesye 0w i RCooes Dncaume Py Butew [sen wmitiben] ook riscparing Rl gensmuimssn
Heyimw cul of scops

T ABTG dervacma ol il B seviess s 1ol i atope bec e By husm sl Been cierdbed i mparng kel sossame
peotEication Documents

Sumoly deiady, CONBITS B0 BOVEVDe eMent Gals Can De eoiened' in B Eingie e, proviDed mal fe modeis Save Desn idermiied and sooped i Use e
#Dlicwing mens i penarats anc Leioad ne Se

«  lipion Gensrs smpae’, than netesh

= e foer mal ba pensraieg in the ket ey e D B0 beo menites o the Bes 10 appear Sowrosd the IWooedetsts Sempaie cx S

« Open e s wnc BTer SO0, CMESITS 00 BTV SVEVTE DM A 80N Moo Ao e bt steee i ey T doiereSvenrn mepony Ve
Bl s ks AR CONDNAT e BIEH OF achET e BT K v THese Can be ool N redsrencen o §0 OO N0 DS VALE S0 M the

 Savethe fie snd remme f MookORTSAE Cov Plalse SN M She 1 1 Aname B Wookdlaieie crv

o Sick o0 ko Fies” wnd opioed the koceiDeiad oo fie

= iGaicik on Process Bk Liploac”

The covoaden oo Deindy md anoese pncer Mok Demely” seovion afier iy mingies, pfier (e Bedeal I M Lpioed SoNTang aay emory, you nil be

ontacTed oy g Sy
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Name 4 Moadified

ALTREUGN DS PR

Univialues oo (1 V8 21BN 95 BM

h. Click on Process Bulk Upload to upload your files.

The upicecind Mocke! Delads nal sppear wocler Wogled Dedaly’ saclion %y b pinedes, aler e Sefeafy T e wpioed conlens avey evrors, yow will be
meeumens By el

oot J ot | ocmsa oo

Marne 4 Musdifiml

anvameEenisCatagnniaes e 1 s L RAACNCG T 36 P |
loosebai o ;% KB aboul B Fenute 890 i
|Moaaietals Tamplals. cav i VB Falirory X har

Ty —— im0 ey j

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).

Moo Detais

MNnoe asindy mus b acaed b e e Peee france pean Gl da Mode! Frnncial ear 10 ool sach fimaned' jear then ol on e /ame io A e
DO ORI K SRCH FEI TOU (AN S50 Sy e Jo0DTy SESAL, COMPAMNTE A0T BR-IE SEnTE (B Br B mO0eT 0 i Bgie (e NN OF SO0V Ihem

separadely for pach madel by Bslowing the nedrocions ir dhe Noblicalicn Docurrnls secdion
Aol Wil Fruaril VYuw

Fimancial  MWawnbee Supelsd in  Munber Suppived Raceryesd Aidvaree Lvant  Crsaled
I howrrer Melal e Aumiialia [ - T runpdadide Megustin O e

I
I
[ ~ ] !
FiN 30043016 CSS4T3 PN 10 5 vex en SRS 1
I TTGR « TORRLIAT 2me20rs s b l

1

= Please note the following relating to the bulk upload functionality:

¢ Ifyou 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.

hodonds
Moslul
ARTEG ARTG GMDHS Manulacisies (L} et
U ARTEG Eniry Nama Stadiin Code Mare Mualal Scope?  Clonsd?  On
I51z321 1TGA - TGALIAT Acive  TG15183215 CRE533 Yas Yers Falic kil - | :
1 FROOUCT-Adaptor LTI P
I spefy o |
L Erlwc-*_!
T T T — — = T A — mmmmm e e mmm - ol Lo - ]
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¢ Ifyou 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.

Medal Datails

soraraindy for aach maded by foloweng the instruciions in the Nehdcafion Documents secion

Nizcis! cadmels oy 55 acdeed for fe fmal mres Snaessl peary. Chek Ao Waoal Finanes Yaar fe sk saon Anancisl jear Man kel an e aama i s e
rraccie! cledads oy dech pear. Yoo can &l ender ihe Jupndy Selesa. covnpdanils and adverde evenls daly for el models miio 8 2adhe (e mafesd of sddmg K

Hecaived
Financlal  Womber Suppled in Numbes Supphed ek Awares vant :
Yuar Auntialia rrwinean Complainks Rapuris a4 1
FIN 10 u Yo Tos Fszozn [ I
182019 737 PM I
F Es |
frcize)
________ ol

it

Make the changes in the relevant section.

PMR Notificaticn Model Details Edit

FIN 2018/2019 - 1TGA - TGAUAT PRODUCT-Adapior, specily

m

Financial Year @)

Supply Dotodls @

Rrarsbar Soppied i Auainalis *

|‘

i!("

Marilwt Suaphsd Auitiads  Uar of Miasistarsns ©

[ 5ee " a

Narnber Sigplied Cenesoan ©

Narsbar Supplied Creerseas - Lt of Measurmanent "

:-.{:
"
L

Compiants

Adverse lwma

“

¢ Ifyou 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.
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Modal Datais

Model detads must e sdted for the lasf three fnancial years. Click Add Model Financial Year' 1o edd each finandial pesr then chick on the name o sdd the
mipchial i for ooch yo, Yo cun plso eefor fho suinsly dolals. complve

vl avhrss ovenls drln for all mocels iidn o sngle e insfoad of ading fam

Arda Bndrl Financsal Vear

sragaranlody’ for ot o by folovang Fay

cinsns i fhe Mabcator D s skchon

Heogived
Finonclal  Number Supplled in -~ Number Supplied Recebved Adverse Eveni . Created
Hame Model Year Australia Owersaas Complalms Rapons On s
Fitd 20182019 -  C56633 Fit 0 3 Yes Yes 21472020 :n I
1TGA - TOAUAT 201872019 TP et
FRODUCT- 1 e H' I
Adapior, gpacify )

| ey

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.
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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’.

The fobowing Legisiative Breaches have B Soand for & pOST-market madical Sevics neview

Frasancy 1 rcusan |D Sreemtd Lol SRRboares o 1l IOOEnn DAl U D AORZRGS o I TRy ATAE e el macied S0P i 0 P Snsog of e
Fo#n

Dol 50 I drtoon 19 O SO0 OF e VRhed LOed iR aipiien I slecY Add Reitoosss

lisantenn ufsder sreendgatin

LIPESS Iiinas Wi 4
EF 1 - Lina 0f maefacal G ok b COMOTOmng heath snd sty vt 1 3 - o
[ EEpr——
Bafaty 03 [eC00TENCE Of T MmCal Divicd Dt an s
2. Click Proceed.
Add Response ®

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

PR

| Proceed Cancel

3. Click Refresh.

T ieeae] LD INTe EBSINES Sive Do o8] ID1 & Do HRATRAT e BETCE RN
Feciety i 1 SRR L MBS T . pRiai Setw FIT 56 SRCARS O § STy Srovated S5 it Aol T 8

P 0 O B

LEON DO N D [ D AT O P BIOTRE LU ST [T BT 231 S D

FCRkrhel &Il SUuein e [T Frven Muimeter 4
EP 1 - Lvm ut sl i 1k & (g e s nabuiy Cammnd [~
Birkity g pirtumuics of P Sitien S0 Crad 1 | -]
Legislatve Braches Ridgoros
0% O B AP [ IR T O I RSO0 [ T EIIT £ BRI SO o DO

R Harve AT sl iRl Frmitert 0 e

Dther Required Reaponsss

Frirnsion Requests
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4. Click Edit next to the generated response area.

The following Legesiative Breaches Bave been Tousd Tor 8 BOS1mar et medicsl 08ace reves

vew

SR G e i FO (e gl O e il e roeslolbn o aRec! A R aiinas

Elrabohrs wiis meradgalion Leahin
P 1 - Usa ol medicll Sevices 5o 10 comgromns faal snd ualetly Ciarmpiatad
Tty and DETTOTANCE Of Il MESER Do Ceaft

Legiskaine Broaches Responses

CECH o (e STw 1D P TQAT oF 3 Aecoonae 1D 2eieat ST 15 e e €sente of COmORaAce

Hespriman Bams liredchiny mader svesnlsgahion

Responan for P 1+ Lse of medacl Sevioss 5ot o EF 1+ User af medical Cevions nol [0 Compromics heam and
CompeTmESe health mnd ralety tor ARTG Mo ERfTy

ASTTEES 10NEIIN 15 1E4EE, 15T H50E

MO 1 PO i DS R TRSROREYT OF I MR DA ST D BTN O ) FTFTRy SFTRRNAT o SO OO T W Y N BCO0E OF

Crmaser O 4

ii:)i-?‘]:':l‘-:ﬂ ﬂ__:

5. Select how you wish to provide your response.
a.  You can choose from one of the three options:
e Provide a summary
e Attach evidence of compliance

e Both

If you select “Attach evidence of compliance” or “Both”, you must attach minimum one file.

Edil Comgdiance with Essantial Principle Response E

ARTGS (Please nole that ARTGS can be removed from this response)

Exatun Cresled On

AT D AITG Mamsr ARG st Mexmn *

16 PTG - TOALNT BEO0LCT.  Acies =2 L1 A0S n
Aawpion specly 00 PM

IS EE VTG TEMIAT PRODUCT.  Artes rad AT n
Bcngiae ypecdy LT

1847158 ATEA - TARUAT PEODUCT. Aok Bt 1A u
ot e 0
approcimunion

1525905 704 - TOSUAT PRODUCT- Ak Cwad AN u
2l it Calrete: &0
e s
iy

1o D Yo W b0 HOVIGE FOUT MERGOnNBET

Brovide 3 summaly

Aftacmy Eidenck Of Compiancs
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Instructions

b. Inthe Summary section, provide your response. Note: the summary must be

minimum 20 characters.

How do you wish to provide your response?

Both ~

c. Refer to steps 8 and 9 for instructions on how to Add files and Upload Large Files.

How do you wish to provide your response?

Both ~

Summary *

Attach the English version of your evidence of compliance.
1t is advized that you include the ARTG and modsl when entering a file name for easy ideniification. ‘Add files’
support uplo SOME. 'Upload Largs files' support upto 5GB. Large Fils Folder created in SharsPoint should not be
removed under any cireumstance.

e ———

(me | i
L |

d. Select the check-box to acknowledge that at least one file has been uploaded and

click Save.

Nam 4 Wodified

[test b (1 K2y O1/10V2020 1040 AM

[
i Flease provide your achnowledgemant that al least one Ble has been uploaded _:
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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.

AP Baagorme Cnemie|

e A TP

2. Select how you wish to provide your response and complete the details
a. Select one of the following:
e Provide a summary

e Attach evidence of compliance

e Both
5 Ifyou select “Attach evidence of compliance” or “Both”, you must attach minimum one
file.
= Edit X

Adhoc RFI Response

Fordernae T sdhad il be aileched ©f @ ammany TR i ek

L

T e e et Wil 1D O o Tesporie T

Prevciog B giomenan

Bt

b. Inthe Summary section, provide your response. Note: the summary must be
minimum 50 characters.
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Instructions

c. Ifyou wish to attach a document, refer to steps 9 and 10 for instructions on how to
Add files and Upload Large Files.

Fow 00 you wish 10 provite your response?

| Bosh L :I

d. Select the check-box to acknowledge that at least one file has been uploaded and

click Save.
Mama 4 Maodwed
[Mytest txk (1 KB) 011002020 10:40 AM =
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How to submit the information

Instructions

1. Ifyou are ready to submit your response, click Validate.

Only the Submitter will be able complete the following steps to submit the response.

PMR Notification Draft

Notification Details

ARTGs and Model Details

Legislative Breaches and Responses

Other Required Responses +*

Extension Requests +

2. Once the response has been successfully validated, click Preview to preview your
responses.

PMR RFI Draft

‘4~ You can preview the notification before you submit it.

PMR RFI Preview

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

Y Hdmm PR dew 011 01 Rapwiew Bpluererse FR7

ARTGs and Madsl Details
ARTG

AR ety p Pl

ARTS Bt
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Instructions

3.

Click Declare.

PMR RFI Draft

o T’ badtm b

Bempriden Ok

o B T B b B

s

4,

Select Yes if you agree to the declaration.

a. Click Submit.

RF| Declaration

General

| imdarsiang al s is the final submiszian o 3 regulriery nolfcaion and this infsmraton will Be Usad by the
Therapedtic Goods Adminisiraton in evaluating complance with the Therapeuic Goods Aci 1859 and the

Terapeutic Goods (Medical Devices) Regulations 2003

1 eSS AN Fal e GOCumSn|s AN mAGImalon proviaed & requesd i e m Englen

| agres 12 he declaraton * I
I L R

| i
| o |
5. Click OK.

RFI Declaration

Submit

o you mnnd 1o st thes {572
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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.

PMR Compliance Dashboard
. ‘. ‘|
metarence Mrapcnee (e Caw
Murnber FAismw Dnasciaton 4 Sgrmisst Ware BF] Ty ksl *
A A . u
" - v
i Aag - & o] ﬂ
i & al 5 “
144, 9 4 H
" a
i '] L i3 I

2. Click on the + button to expand the Extension Requests section.

Request For Information Detalls -
ARTGs and Modal Details +
Leglislative Breaches and Responses -

Other Required Responses

Extension Requests +

3. Click Request Extension.

Progeed Due Dote Ecleralen Cecizkon Fiew Due Date Bubmil Reguesi? Theoted Qn &
Frarone ST A0 AR Y AT 11248 AL H
L=k Cenaunniams Frea OO 1123 AN - |
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Instructions

4. Complete the fields.

a. Inthe Proposed Due Date field, enter the new date. Note: this date must be later
than the current RFI date.

b. Inthe Extension Request field, enter the reason for requesting for an extension.

c. Ifyou’re ready to submit the request, select Yes. If not, select No to save the request
and submit at a later date.

Exlension Regquast B

Extension Response
Ewtanaion Ded alar

5. Click Save.

a. Click OK.
coffiphignce-Eslpowreap piporlals Coim Says
Extension Requ e L e e ; ®
Lince youl submit the regue QW o1 D€ abde 1o Change e
tads Coowou want 10 suDmif yoor regqoes
Exten: E n i Canced
Exmrmion e = -
Reaparmn
oy
P D Diade
| g— i
-1
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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.

PMRE Compliance Dashboard

m = I
Ratprance Respanes Dus Dats
Hinmbser Rerview Duscriplian S Mame Noliflcalion Typs  Slatus +*
SARMIAN 300 Dewices < ARTIS 1TEA S41GH Propoaal  Senlihwaiting Fesporie TR AT 500 P u
o suspend .--—m--------.
PWR-ZIE20-01309 Devices - ARTG ITGA SecTon 4104 SenliAwalting Resporiee FRNUI0Z0 0 PM i _ﬂ_'f_':;':"'___.

Py e

notification.

The TGA i conduciing a post markel raview of Devices - ARTG

Naotification Name *

PRAR-2020-01309 - 1TGA - 02

Raview in scope

All ARTG eniries thal ara required for this review ana single Sponsor
Review out of scope

All ARTE aniries not requeed in this review are from all ramainmng Sponsors

Motification Documents

2.  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 Details {f) -

541GB Proposal to suspend of the Therapeutic Goods Act 1989

Review Reference Numbser

PMR-2020-01309

Modified

Z8MRE0I0 1004 AN

ZH0DE0N0 1004 AR

ZEERATED 10 AN
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Instructions

3.

The following ARTG entries have been selected for a post-market medical device review
Click o the aeroiy [o I nghl of the ARTG aalry 10 sovec! Add Response’

ARTG i

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

ARTGs and Model Details {f) =

Do you want to add a Response to this ARTG?

ARTG Entry Name ARTG Status Status Créated On 4
1518446 ITGEA - TGAUAT PRODUCT.Adagion ACtive Oraf 28090 1004 n _____
specily AM - Sl
| hod Responss
Esireininiet,
4. Click Proceed.
Add Response X

[
|l Proceed : Cancel
|

5.

The foflowing AR TG entries have been selected for a post-market medical device review

CHGR O the armow io he night of ihe ARTG emiry (o 2efect Aol Response’

ARTG ID ARTG Entry Name ARTG Status
1518448 ITGA - TEGALAT PRODUCT-Adapior spocify  Acive
ARTG Responses

Civcic on the &mow lo the right of the Response fo select Eaif’ to enfer the evdance of compéance
Response Name 4

ARTG Entry Name

Click on Created On to enter the evidence of compliance for the selected ARTG.

ARTGs and Model Details ) =

Status Created On <

Comphated TR0 1004
Al

6.

Click Edit.

IARTG Responses

Rosponsa for EP 1 - Use of medical dovices nof to

ITGA - TGALAT PRODUCT-Adaplos, spoacity
compramise haalh and satety for ARTG Mumibed(s)
1515446

Clok on the oy I the mgfd of the Respones o selact 'Eoit’ io anfer the awngance of complance,
Rezponss Hame

ARTG Entry Hame

Created On 4

0202030 330 PM
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Instructions

7. Select how you wish to respond.

Edit ARTG Response w

ARTE

Legislative Breachss

Browtu e i gl [ B

BF 1 - e of mstical dersices 1! B0 corprriys Pmath and sy

8. Enter your summary.

Hew da you wish to pravide your response?

Both w

Sy T TS mSSmmSSsssesscosmssseooo--oc 7

—— e e e e e e e e e e e e e e e = ==

9. 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:

¢ 9ato use the “Add files” button to upload documents less than 50MB size.

e 9b to use the “Upload Large files” button to upload documents more than 50MB size.

- 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.
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a. Click on Add files button to upload files less than 50MB size.

Aflach the Engleh verzion of your gvidence of compliance

i is adyvsed thal you inciude the ARTGE and mode! when enfermd a e name for easy wemnifcation ‘Add Hes
STADOONT UEND SORAE. Lipia Lavne S0sT STODNT UTNe SGE Lame Fie Foer creasid in SnaneRodr snou nol oe
FEMOVET LdST AR CLURUMENancS

=

Ve

Click Choose files and select the file you want to upload. Once you have selected your file,

click on Add files button.

Add files *
= —— =
Choose files |_Chncuse Files |[D20-86296 ...3) (1).docx
Owerwrite existing files
e e——
| Addfiles [eEt
===
The file you uploaded will be displayed.
AEsch s Erglish vedsson of the Insluchons for e provided wilh of o6 the devce
K ik adviced hal you inc fie ARTE and miooed wien anlanng & e mace o ey dendification 'Add Fies'
o 5GE Large File Folder created in ShamPont showld nol be
=
Knmse 4 Maditied
e e I
| 40056206 DPMRRS TEMP 1 1 b 54114 Requinements fnr inforesat HOHZ020 339 P e,

Select the check-box to acknowledge that at least one file has been uploaded and click Save.

Astach the Englah version of the Instructians for Lise provided with or on the device, additional information aboud the

samples
B is adhisad thal vou inckada the ARTE and mods! when anfasng a e name for sasy idenifTcatics Add flas'
supooet uple SR Unload Largs Ses” suppce uple 558, Langs File Folder created in SharePoiat §houkd mal be

ravnovid under any ccumsiance,
o e

Nama 4 Wedrfind

QIADROT0 10:50 AM L]

YRl bet (1 K5}

Post market review compliance dashboard
V1.2 March 2021

Page 48 of 54



Therapeutic Goods Administration

Instructions

b. Click on Upload Large files button to upload files more than 50MB size.

I

.- Microsoft

Shanng Link Validation

Lafge Files

Click Upload and then Files.

A new window will open directing you to the SharePoint site. Click Next.

S D365-CCF-Test-Site
T e
Home I T Upload » | 55 Edit in grid view
e -
s S
onwversalic L
Review » PM faider ion Johns

Documents

Shared with us

Close the window once you have uploaded the large file(s).

@ PMR Notification Draft - Custom X a D365-CCF-Test-Site - Large Files l)i! +

c 0 8@ healthgovdev.sharepoint.com/sites/D365-PMR-Test-Site/tga_s

D365-CCF-Test-Site

Public group
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Instructions

Select the check-box to acknowledge that at least one file has been uploaded and click Save.

Attach the English version of the Instructions for Use provided with or on the device, additional informnation about the
samples.

It is advised that you include the ARTG and model when enlering a e name for easy identifcation. Add files
suppart upte SO0ME. 'Upload Large files' supporf uplo 5GB. Large File Folder created in SharePoint should nof be

remaved under any circumsiance.
O Add files Upioad Large files

Name # Maodified
[Cjtestixt (1 KB 001002020 10:40 AM

10. Click on Validate.

Other Required Responses +

1 - !
I Validate ]
1

11. Click Preview to view your responses.

PMR Notification Draft
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Instructions

S41GB Froposal to suspend of the Therapeutic Goods Act 1989

mdrieed pivaey of Dicviees « ARG
Matificaion Maamne: PRP-2070-00500 - 1TGS - 07 Review Refarsnssc FRR-T000-00 300

Rerviw In scopes; A0 45T Erats Phai o requined for s reveeye e singie Sponso

Hewbew ot of scope: tig newiew ane from s remainieg Sponsons

ARTGz and Made] Details
ARTG

ARTG ik 1558448
ARTG Intry Mames [T2A - TRAULT PRODUCT-Adagicr specfy
ARTE Stabus: &t

Sarlimi: Lomp

Rezponse
Narme: Rmipones for £77 « Lew of medical dinite ot 5o compromibe heah and Cdety for AFTS Numberis 1518446

oy s i wiahy b rrcwiddie yous redpadnal Tiath

Responses Feor tesang purpaes

Models
Madeal

ARTG I 1515448
ARTG Ervtry Mamae (TGA - TGALNT PRODUCT -Adigrss spasify
ARTG Status: Actioe

GMOMNS Codes 157

Manulaciures Mame:
Ml
Is e macdel In thee scopes of the ceviem] e

Cloned? Mo

12. Ifno further changes needs to be made, click Declare.

PMR Notification Draft

13. Select No or Yes if you agree to the declaration and click Submit.

Declaration

naticEion and This niematin ol be usad By e
@ with thee Thevaseude Sooas Scf 1089 a0d the

| undersiand e the-docaments and nfonmaion paowiied 1§ Souiec o b | Engisn
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Instructions

14. Click OK.

Submit

Do you want to submit this Notification?

|
! |
I Cancel
L I
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Version

history

Version Description of change Author Effective date
V1.0 Original publication Medical Devices October 2020
Surveillance Branch

V1.1 Minor additions to clarify Medical Devices December 2020
drafting of responses process Surveillance Branch

V1.2 Minor additions to clarify Medical Devices March 2021
drafting process and order of Surveillance Branch
processes
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