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Introduction

[t is important that information included in the ARTG is kept up-to-date and is correct from a
public health, regulatory and transparency point of view. When any information included in the
ARTG has changed, the sponsor should consider if they need to request the TGA to vary the
respective ARTG entry.

There are many reasons why sponsors may require variation of their ARTG entries, for example
the:

e information entered on the ARTG is not correct or no longer correct
e manufacturer’s details (e.g. name and/or address) have changed

e  GMDN code was made obsolete and the manufacturer decided to change to a current
relevant GMDN code*

e intended purpose of the device was changed by the manufacturer
e manufacturer has added variants

e manufacturer’s evidence identifier was changed (e.g. split or combine certificates or new ID
following sponsors transfer**)

e manufacturer amended the Unique Product Identifier (UPI) and/or number of devices of
the kind

e sponsor wants to vary the list of IVD devices included in ARTG entry

* The GMDN code must be current at the time when an application for ARTG inclusion of a kind of medical
device is submitted to the TGA, and the code is expected to remain the same for the whole life of ARTG
entry. TGA does not require the sponsor to amend the GMDN code if it becomes obsolete. However if the
manufacturer decides to vary the GMDN code because it was made obsolete by the GMDN Agency, the
sponsor may require the TGA to vary this information on the ARTG by submitting an application to the
TGA.

** This guidance does not cover sponsor transfers and/or change of sponsor’s name. For requirements
related to the sponsors transfers refer to Regulation 10F of the Therapeutic Goods Regulations 1990, and

our guidance on Sponsor transfer and change of sponsor name amendments.

Decisions about variation of ARTG entries are made under Section 9D of the
Therapeutic Goods Act 1989.

We will always vary the ARTG entry if the sponsor requests a variation that:

o reduces the class of persons for whom the kind of medical device is
suitable, or

e adds a warning, restriction or precaution.

We will not accept a request for variation if:

o the result of the proposed variation would be that the device is no longer a
device of the same kind, or

o the proposed variation indicates any reduction in the quality, safety or
performance of the medical device for the purposes for which itis to be
used.
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Fee and forms for varying entries in the ARTG

Fee

Schedule 9, Part 2 Item 2A(g) of the Therapeutic Goods Regulations 1990 sets out the fee to vary
one ARTG entry. The fee is the same regardless of which variation application form you use, i.e.:

One Variation form or Device Change Request (DCR) form for one ARTG entry = one
invoice and one fee.

If you submit multiple Variation or DCR forms, you will receive an invoice with a fee for each
form. Please remember that fees are non-refundable.

The TGA does not charge any evaluation fee for varying ARTG entries, even
when assessment of the information (e.g. clinical evidence) is required for the
TGA to be satisfied that the requested variation does not indicate any
reduction in the quality, safety or performance of the medical device.

Forms

The variation request forms are within the TGA Business Services (TBS) online portal, and there
are three application forms available:

e  Medical Device Application (Variation) for Class III and AIMD
e IVD Application (Variation)
e Device Change Request (DCR).

Guidance on selecting and completing these forms is available from page 8: How do I request a
variation of my ARTG entry?

Class IlII/AIMD Variation and IVD Variation

These forms are designed to request variation of the information included in the ARTG for
specific characteristics related to the device of the kind (UPI, number of devices, functional
description, and variant list).

We generally ask sponsors to provide information that demonstrates that the variation does not
indicate any reduction in the quality, safety or performance of the medical device.

In cases where the design of the device has changed, sponsors are asked to demonstrate that this
variation neither indicates any significant change of the intended purpose of the devices of the
kind, nor results in the device no longer being the device of the same kind. You can attach
additional information with this application to explain the required change if you wish
(maximum 1 page).
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Request Change (Device Change Request)

A Device Change Request (DCR) is the most frequently used form. Itis a very simple form where
the sponsor can briefly describe the required variation in a free text field.

When a DCRis received, the TGA will send you a letter requesting that you describe in detail the
required change (section 41JA Notice). You may also be asked to provide other information as
specified to support the requested variation.

Generally, sponsors should submit one DCR per ARTG entry.

Same change to multiple ARTG entries

Sometimes we may decide to vary some ARTG entries on our own initiative (could be based on a
request to vary one ARTG entry). In these cases, sponsors are not required to submit multiple
DCRs.

Examples of this could be a change of the:

e manufacturer’s name and/or address

e  Manufacturer Evidence ID.

To check your eligibility, work through the questions below. If you answer ‘YES' to all of the

questions in either Group A or Group B, you may be eligible to submit one DCR to make the same
change to a number of ARTG entries:

Eligibility
Group A

1. Do you have more than one ARTG entry for the devices manufactured by the same
manufacturer, the name and/or address of which has/have changed?

2. Is the classification of your devices lower than Class I1I/AIMD or Class 4 IVD?

3. Are all ARTG entries linked to the same Manufacturer Evidence ID?

Group B

4. Does your change only relate to the variation of the Manufacturer Evidence ID stated
on your ARTG Certificate (re-linking)?

5. Is this Manufacturer Evidence ID linked to a number of ARTG entries (re-linking)?

Go to Requesting the same change to multiple ARTG entries for the process to follow.

The manufacturer of the device must not change

When considering requests for variation of the manufacturer’s address and/or name, we will
assess whether the person responsible for the design, production, packaging, and labelling of the
device is still the same.

If the manufacturing quality system and control over the design and production have changed,
we will not accept the DCR and will require the sponsor to submit a new application for
inclusion of the kind of device in the ARTG.
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Conformity assessment certification

Any change(s) proposed by the manufacturer must be assessed and approved
by the body that issued the conformity assessment certification in relation to

the kind of device (either TGA conformity assessment certificate or EC
o Certificate issued by a European NB).

If the change(s) is approved, a revised certificate may or may not be issued,
depending on whether the information appearing on the certificate requires
updating.

This process must be completed prior to seeking a variation of your ARTG
entry.

How do | request a variation of my ARTG entry?

Using the correct form

Answer the following questions to decide which application form you need to use:

1. Isyour device a Class III or AIMD device, and are you requesting to vary information
relating to any of the following:

o UPI

o total number of devices
o functional description
e variant list

YES - use the Class III/AIMD Variation Application form.

2. Isyour device an IVD device, and do you need to vary your list of devices of the kind
entered on ARTG entry?

YES - use the IVD Variation Application form.

In ALL other cases, use the Request Change (Device Change Request) form.
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Getting started

You need to login into your TGA Business Services (TBS) account to access the application forms.
If you don’t have an account/access, follow the instructions at TGA Business services: getting
started with the TGA.

Step 1 - Login to TGA Business Services

Enter your user name and password.

. Australian Government

Department of Health
Therapeutic Goods Administration

Login to TGA Business Services

Forgotien your password?

Reset Password | Privacy | Hel

Step 2 - Select the relevant variation type

From the Applications menu, under the Medical Device list, select the relevant variation type.
Indications for the use of each form are detailed above in ‘“Types of Variation Applications’.

C,I’ Applications ~ $ Financials E Documents ~ a Your TGA ~

Annual Charge Exemption  Biologicals Listed Medicine Export Only Medicine Manufacturers
Notification and Declaration  Biological Application General Listing S.26a - Solely for Export Certification Application
Medical Device Submission Composite Pack Medicine Kit Clearance Application
Device/OTG Application Medicine Shortages Code Stock .26 - Export Cnly Declaration
Joint Implant Notification Medicine Kit General Listing Licence Application
Reclassification Submission Change Muitiple Current Composite Pack Non-Prescription
s Class [IVAIMD Variation Prescription Medicine Listings Change Multiple Current.  pegicines
IVD In-house Notification Pre-Submission Submission Listings News: System Upgrade in
Manufacturer Evidence Single Medicine Application Listed I.ﬂsdimne Label Export Certificates Progress
Conformity Assessment Composite Pack Application Checklist Listable Product (CLP) Non-Prescription Medicine
iy [\/D Variation Submission Welcome Page Pharmaceutical Product o prescription Composite
s Request Change Regulatory Actions (CPP) Pack
GMDN Help Sponsor Cancellation Exempt Product (CEP) Change Multiple ARTG
Medical Device Incident Submission Eniries
Reporting Export Only Welcome Page
Solely for Export Substance
Certificates Substance Application
Submission

&= Work in progress ' View all drafts

Drafts Submissions

Date Identifier Client reference Information Sponsor

Step 3 - Submit required information

The form requirements for each variation type are different, and we have outlined these in three
sections:
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e (lass III/AIMD

e VD variation

e Request change (Device change request)

Step 4 - Payment of fee

Once the sponsor has paid the invoice, the application joins the queue for the assessment.

Step 5 - TGA assessment

The application is reviewed by an assessor who makes a recommendation to the Delegate.

The TGA may request further information under section 41]A of the Act to
make an informed decision on whether the requested change is acceptable and
does not change the kind of device in the Register.

Step 6 - Decision and notification
The TGA Delegate makes a decision under section 9D of the Act to:

e accept the variation application, vary the ARTG entry (or entries). The sponsor will be
notified via email about this outcome, or

e reject the variation and notify the sponsor via email with a statement of reasons.

Class IlII/AIMD Variation

The Sponsor Details will be pre-populated with your information, but correct these if necessary.
There is a field under the Application Details for a Sponsor’s own reference, but this will be
populated later in the process.
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TG Aﬁéﬂushwss Variation of Device Application
ervices

Hext Close Save

View Entire App

Validate

Page 1

Application Details
*  Application for:

*  Sponsor's own reference:

Sponsor Details

Agent name
%  Applicant address

% Sponsor name:

%  Contact name:
Contact email

This application is to

Application Class Details

*  Class

Medical Device - Included

vl

riation to an existing ARTG entry

Clone

Search

No Device relevant value found for:

applicauon 1s 10 be based on an existing en

searching the ARTG, sel

ning” to populate the

Hext Close Save

View Entire App

Validate

Last updated: 21 March 2016

URL: https:/ /v ebs.tg2.gov.2u/ebs/Devices/ DeviceAp.nsf/ DevApaVariation20penForm

You need to search for the ARTG entry you wish to vary, and selecting the Search button on page
1 of the form will open a new search window titled Code Picker - ARTG ID.

This will list all of the ARTG entries you have for Class III and AIMD medical devices. If the list is
long (e.g. multiple pages), you can search by key words in the Search for... field to narrow the

list.

To choose the entry you want to vary, select it directly from the list. Once selected, the Code
Picker window will close.

Code Picker - ARTG ID

123456 Example Device 1

234557 Example Device 2

Showing 2 of Z records

Once you have chosen the correct entry, its ARTG number will appear on page 1 of the form. To
continue, select the Clone button on the form which will copy all the details from the selected

ARTG entry for use in the new application to vary.

Page 1 of the application form will then show the ARTG entry to be varied within the Sponsor’s

own reference field.

Varying entries in the ARTG - medical devices and IVDs
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Select Next to continue.

You'll then go to the next page of the form, where you'll make the variation(s) to the ARTG entry.
All the details you see initially are the same as the original device you selected to change.

TGA"E}::{-'.'ET':S Variation of Device Application

Teamiomm ) T ) Cows )| Feve Wiew Entire App | Validate thele
Page 2B - Manufacturing Details {Other Classes) Applcation identfier TV, 2016-04- 00000-1
5 N Marafacturar Device Exampla PAL [00000]
3] " GMDN code and descnption GMDH code example [00000]
Linigue product identifier UP1 Examgle
Furcbonal descnpben Functional descripban examgle ~
w
Total number of devices covered. ] )
2 A " r
" WVarint by r [
Vanant range
Asd
Variant List

]

To remave item number from fist

Tremove 1w

Provious || Mext | Cloms || Save | View Lniwe App) Vakidate

Lust codnted: 1 Juem 2086 Tharacents: Goods Admaistration | Copyright | Brivacy | Disclaimar | Secoriey | Briveasr Suppert. | e scazralin o
For further mhrmann cortact the 83 Aeig

You can modify the details for the Unique Product Identifier, the Functional description, and
the Total number of devices covered.

To add an entry to the Variant List, first select the relevant Variant type (in this example, mL)
from the drop-down list.

Isotope, activity level

Length (cm)

Length (mm)

Medel number (see guidance docs)
Nil variant (as 1 device)

Number of holes

Offset

Opening width (mm)

Product name (see guidance docs)
Quantity/pack

1 Radiopacity

1 Shape

Shape - rectangular

Shape - round

Shape - square

| Shape - triangular

Shape (of tip)

Size

Size (cm)

Size (mm)

Suture, colour

Suture, gauge

| Suture, needle, physical attributes
Suture, no. of strands

| Suture, pledgets

| Taper

1 Thickness

Volume (mL)

Width (em)

Then include the new amount for the Variant range, and select Add. The Variant List will then
be updated. You can only add one entry at a time.
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Note

A value in the variant range must only relate to one physical characteristic of
the device, e.g. diameter.

Different sizes of a variant type can be listed individually in the variant list or,
for example, listed once with a variant range of "4 to 9", as long as that range
doesn’t also cover other physical characteristics of the device.

* Total number of devices covered: 3

* Wariant type: |

* Wariant range: |
Add
Variant List
& Variant type Variant range
1 Volume (mL) 5
2 Volume (mL} 15
3 Volume {mL} 25

To remave item number from list:

Remove

To remove an entry from the Variant List, select the entry number (#) you want to delete using
the small dropdown menu located directly below the list. Then select the Delete button. You can
only delete one entry at a time.

Once you've finished modifying on this page, select the Next button to proceed.

TGALQ}E}IJ:::* Variation of Device Application

Proviows || Clow Save | ViewEmire App | Vabdwe | Cominus Help

You have nat agreed 1o the declaration

Page 5 - Applicant's Certification Application Igentfiee, OV-2016-04- 000001
Application ID V30 16-Dike 000001
Submssion date
Sponsor rame
Agant nama:
Sponsor o relerence Variabon of ARTG number 12456
Devica class Class Il
Urmque product idenbfer UP1 Example
Application fee 542000
Manufachsnes name Dawica Exampla PAL [00000]
New manutachaer name
Manutachurer address
GHIDN description GMON codie enample [00000]
Intended purpose
Eunction to
Add ) Design Examinaticn Certificale dotx Remave

| being a persan authorised 1o make thes application hereby ceriify that

{a) d of the kind in g are and

(b) devices of that lond are intended for a spectfied purpose. as ascartained under The defnmion of 3 medical device; and
i) the kind of devce = comectly classsbod according 1o the medical dewce classsficabons, and

{d) devicas of that kind comply with the essential principles; and

by saifficiont infarmation o substantiate that compliance with th essential principkes, o
peocedures in piacs, B ensure that such information can b chtainad from the manufactuner within the pancd specified in the regulations; and
n appeopnate conformity assessment procedure has boen apphed 1o dewces of that knd, and

[

{1} have available sufficient information ta substantiate the application of thase conformity assessment procedures; or

() hare procedusiss o phaco, 1 ensure B such micesation can b obtained from thi manstc i wihn the peniod speciiod in the regulations ad
{h} devices. of that kind comply with every requirement (if any) relating b adveriising appicable undar the requiations. and

{1) devces of that kind do net contan substances that are prohibAsd mpons for the purposes of the Customs Azt 1907, and

(1) devces of that knd are not 1o be used extlusealy for one or more of the purposes specihied under sechon J1BEA, and

) the information included in or with the applicabion is complete and camest

1 urdestand the cormsguires of making 2 fabse doctaration. s oulined below
In aloctronic ally suboistng this agphieation 1o TGA, | haseby daclare hal in relation 1o this medic al denics tha infarmation given in this appiication and the above Statemants on this daclaraticn form ace current and cormect

[t ngree O Yos ® N

{End of Form)

harageusic Goods hdminimracian | Copyrighs | Beeacy | Biacksimar | facuricy | Browser $u0part | saw.acs
For fumhgt aompnan xetec th a0l

The final page of the form allows you to review information, and attach supporting information.

To add an attachment, select the Add button which opens the File Upload box.
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r ~
@ https://www.ebsacceptance.tga.gov.au/?OpenForm&DOCID=DV-201... l SAACE X

File Upload )
of
Application/Certificate Id: Dv-2016-DA-
Document Type:
Click Button to Select File: Browse...
Add Additional supporting documentation

CMDCAS IS0 13485 Certificate (IVDs)
1 . Declaration of Conformity
Please complete: Design Examination Certificate
EC Certificate
* The Document Type Health Canada Licence (IWDs)
+ Select the File to be submitted. Instructions for use (IFU)
IS0 13485 Certificate (IVDs)
Medical Device labels
MRA Certificate
NJRR data
OTG Evidence
|Ftons and Procedure pack declaration
ot : Product brochure/ catalogue
Request for a reduction in application audit fees
TGA Conformity Assessment Certificate
Type Examination Certificate
Updated EC Certificate

You will need to select the Document type (in this case, a Design Examination Certificate), and
then select the Browse button to search for the document. Once complete, select the Add button
to attach the document to your application.

Please agree with the terms of the declaration, and select the Validate button.

Previous Close Save View Entire App Validate Continue

If there are any validation errors, they will appear in ‘blue bold’ text in the top left hand corner
of the form. You need to correct any of these to proceed.

TGAcliusincss Variation of Device Application

Services

Previous Close Save View Entire App || Validate Continue

You have not attached a supporting document

Page 5 - Applicant's Certification

Once you have successfully validated the application, select the Continue button to submit it.

Note

The fee for this change does not appear on the application form. We will email
a tax invoice to you, or you can access one by selecting the Invoice button on
the confirmation screen.
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TG AcBusincss Variation of Device Application

Services

Home Invaice

Your ID , your Variation of Device Application, DV-2016-DA-00000-1, has been submitted for processing.

Thank you

Home Invoice

Reviewing the entire application before you submit

To do this, select the View Entire App button.

If you want to go back and change anything (or if you are happy to submit the application), select
the Edit button to continue.

Note

If you select Close, the application will be saved in your Drafts list.

DVL2010-DA- 119455
Mzl Cwvien - Inciuries

121 Example Rin

A Coswafacancia 2o as

Clava Durlails

Davice Prockact Charsctenstics.

e, 6 YR SRR MRl 6 ingracerts of Al (g ekt S st

157 device mectames
Does e devioe poimn & metsl on metsl earng:

Note

The fee for this change does not appear on the application form; however a tax
invoice is emailed to the sponsor.

Varying entries in the ARTG - medical devices and IVDs Page 14 of 21
V1.0 November 2016



Therapeutic Goods Administration

IVD variation

An application to vary an IVD entry is similar to the Class I11/AIMD process, however the first
page displays as Variation of IVD Device Application.

TGAv_l_i}g;_l-‘:_:;g Variation of IVD Device Application

Page 1 Apgicaton Idertiber OV 2016.0VA- 00000.1
Application Details

ecical Dy ]
Sponsor's own reference.
Spouzet Deleilz
Agent name
- v
-
Cantact name
Contact smail
Thes applcation = o ® Make a varigion to an axisting ARTG entry
..... o
Agglication Class Datal
Clams. No Denace robraant value femund for
Manutaciurer
GMON code and descrption
Fee 542000

You need to search for the ARTG entry you wish to vary, and selecting the Search button on page
1 of the form will open a new search window titled Code Picker - ARTG ID.

This will list all of the ARTG entries you have for IVD medical devices. If the list is long (e.g.
multiple pages), you can search by key words in the Search for... field to narrow the list.

To choose the entry you want to vary, select it directly from the list. Once selected, the Code
Picker window will close.

Code Picker - ARTG ID HE

122458 Example Device 1

234567 Example Device 2

Showing 2 of 2 records

Once you have chosen the correct entry, its ARTG number will appear on page 1 of the form. To
continue, select the Clone button on the form which will copy all the details from the selected
ARTG entry for use in the new application to vary.

Page 1 of the application form will then show the ARTG entry to be varied within the Sponsor’s
own reference field.
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Additional questions will also appear under the Application Class Details heading, and these
need to be completed before you can continue.

Application Class Details

® Class:
Manufacturer:
GMDN code and description:
Fee: 5420.00
* Does this application include any 'VDs that are: O¥es® Mo

- Class 3 and intended for detecting the presence of, or exposure to, a
sexually transmitted agent

- For managing and monitoring the treatment of infections diagnosed using
Class 4 WD

- To be supplied for use in a national disease screening program

- Non-assay specific quality control matenial that is intended for monitoring a
Class 4 WD

- To be supplied under the Pharmaceutical Benefits Scheme

- Intended for point-of-care testing

- Intended for self-testing? (Q60)

® Does this application include a system or procedure pack? (Q64) Yes ® No

® Does this system or procedure pack contain a medicine? (Q565) Yes  No

Selecting Yes to the first question opens additional fields to complete.

Caution

Please be aware that pressing the red cross immediately next to any entries in
the Active IVD Names and Categories list will render that entry inactive, and
remove it from the ARTG certificate.

IVD Name and Category

Name of VD: New Example VD
Category: [ Class 3 sexually transmitted agent testing [] Pharmaceutical Bensfits Scheme
[ Point of care testing

[7] Self Testing

[[] Managing/monitoring treatment of infections diagnosed using Class 4 IVD

National disease screening program

[[] Non-assay specific quality control material for monitoring a Class 4 VD
Add

Active VD Names and Categories
1. Example WD *

Inactive IVD Names and Categories

New IVD Names and Categories

Complete the relevant fields, and select the Add button to include the additional IVD on the New
IVD Names and Categories list. Once you have added the extra details, select the Next button to
continue.
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IVD Name and Category
Name of VD: |Please enter an IVD name here ®

Category: [ Class 3 sexually transmitted agent testing
[[] Managing/monitoring treatment of infections diagnosed using Class 4 VD
[[] National disease screening program
[[J Non-assay specific quality control material for monitoring a Class 4 VD

] Pharmaceutical Benefits Scheme
[ Point of care testing
[[] Self Testing

Add

Active IVD Names and Categories
1. Example VD X

Inactive IVD Names and Categories

New IVD Names and Categories

1. MNew Example WD @
Mational disease screening program

The final page of the form allows you to review information, and attach supporting information.

TG chusiness Variation of IVD Device Application

Services

Praviews | Ches | Seve | View Dimwe App ) Validate | Subme | theip
Page 2 - Applicant's Certification Agplicaabion danbhesr (V. 2016-VA-00000-1

Apgleation T OV 201E-MA- DO000-1

Subrmisson date

Apphabon for

ﬁ,m rame

wm:wwl Vanaton of ARTG number 123456
Clasa 2

um priduct idecatur Examgis VO

Appheatien foa 42000
Manutactures name Dwace Exampls P [90003]

GMDH descriphon GIDH code sxample [(2000]

£ Do this appicabon mclude any VDs hat are. No
) Class J and intended for detectng the prastnts of of enpidure 10, 3
nw-hnnrmcmm

of marugng
CJlu 4AND
- To be supphed for wie m & nabonal deease screening pogram
Cﬂm n'\s'g specific ity controf matenal that is imended for monitonng a
k
- T b suppbed undar B Phavmacetie sl Bersits Schame
« Imended for poini-ci< are lestng
intended for seAestng? (060)
¥ Dot this. appiecabon schudi 8 spstem o procedurs pack? (064) Ho

Do this aystem or procedure pack contain a medicina? (065)

the of ik using

Eunstion hifdd

Add

1 b 3 paracn nfaoretand o ks e apple ateon hwetyy cartdy Bt

afs a8 cutinad bilow
,)a.u-..gehw..._.zm amn
(5] e of Praf ind are intended for & spes: a3 asceraned undae nudob-omufamm-muw
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To attach supporting information, select the Add button which opens the File Upload box.
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i h
@ https://www.ebsacceptance.tga.gov.au/7OpenForm&DOCID=DV-201... [ =|E éj
File Upload i
of
Application/Certificate 1d: DV-2016- IVA-
Document Type:
Click Button to Select File: Browse...

Additional supperting documentation
Add ) CMDCAS IS0 13485 Certificate (IVDs)

Declaration of Conformity

Design Examination Certificate

EC Certificate

* The Document Type Health Canada Licence (IVDs)

* Select the File to be submitted. Instructions for use (IFU)

1SO 13485 Certificate (IVDs)

Medical Device labels

MRA Certificate

NJRR data

OTG Evidence

\FforEand . Procedure pack declaration

B - Product brochure/ catalogue

Request for a reduction in application audit fees

TGA Conformity Assessment Certificate

Type Examination Certificate

Updated EC Certificate

Please complete:

You will need to select Document type, and then select the Browse button to search for the
document. Once complete, select the Add button to attach the document to your application.

Please agree with the terms of the declaration, and select the Validate button.

Pr&uious) Close ] Save J View Entire Al}l}; Validate J Continue)

If there are any validation errors, they will appear in ‘blue bold’ text in the top left hand corner
of the form. You need to correct any of these to proceed.

Once you have successfully validated the application, select the Submit button.

TGAeBusincss Variation of IVD Device Application

Services

Previous‘J Close J Save J View Entire A|1|1-.J Validate J Sul]-mil)

You have not attached a supporting document

Page 2 - Applicant's Certification

The fee for this change does not appear on the application form. We will email a tax invoice to
you, or you can access it by selecting the Invoice button on the confirmation screen.

Services

TG Acmmincss Variation of IVD Device Application

Home Invoice

Your D , your Variation of Device Application, DV-2016- IVA -00000-1, has been submitted for processing.

Thank you
Home Invoice
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V1.0 November 2016



Therapeutic Goods Administration

Request Change

There is only one page for this form. Confirm the Sponsor details before proceeding.

TG A“é%.’i-ifégf Device Change Request

Close )| Save Validate Ji Submit print Application Identifier: Will be generated on Validate Help
Sponsor Details
Agent name:
Applicant address: [ v
Sponsor name: | V|
Contact name
Email address: | ‘
Phone number.
Change Request
ARTG —
Change type: (®)ariation to ARTG Listed Entry
(O Wariation to ARTG Registered Entry (High Level)
O Wariation to ARTG Registered Entry (IVDs and Disinfactants)
O Variation to ARTG Included Entry
Description
Payment Details
Fee $420.00

Close Save Validate Submit Print

Enter the ARTG number you wish to change, select from the Change type options, and then
provide a description of the requested change.

Once finished, select Validate. If there are no validation errors, select Submit.

Requesting the same change to multiple ARTG entries

Process

o Ifeligible, select one ARTG entry and submit one DCR form.

e Inform us that the same change impacts a number of ARTG entries (use the free text box in
the DCR form to list all the affected ARTG entries you would like to vary).

e Ifwe approve the DCR for the first ARTG entry, we will then make a decision about varying
the other affected ARTG entries on our own initiative (i.e. no further DCRs or fees are
required).

This is only applicable if we decide that the same information to be assessed in the same
way applies to all affected ARTG entries.

e You will receive one invoice for one fee.

Varying entries in the ARTG - medical devices and IVDs Page 19 of 21
V1.0 November 2016



Therapeutic Goods Administration

Version history

Version Description of change Author Effective date

V1.0 Original publication Medical Devices Branch 30/11/2016
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