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Background

This guidance is for sponsors applying for a variation to the Australian Register of
Therapeutic Goods (ARTG) entry of a medical device or IVD medical device.

It is important that the 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.

If you want to correct an ARTG entry that is incomplete or incorrect, you will need to apply to
the TGA under subsection 9D (1) of the Therapeutic Goods Act 1989 by submitting either a
Variation to Class IlI/AIMD, 1VD Variation or Device Change Request (DCR) application.

Changes that may require variation of an ARTG entry:

» Information entered on the ARTG is not complete or correct
e Manufacturer’s details (e.g. name or address) have changed

 Change of GMDN code by the manufacturer to a more relevant, active, or preferred
code

» Change to the intended purpose of the device by the manufacturer (e.g. broadening
or reducing clinical indications)

e Manufacturer has added or removed product variants

o Total number of devices has changed (increased or decreased)

e Manufacturer changed the Unique Product Identifier (UPI)

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

There is no legislated timeframe for the evaluation of an application to vary an ARTG.

Please note

change of sponsor name. For these changes, you are required to complete
the relevant form related to the changes and make the relevant declarations
which are processed under regulation 10F of the Therapeutic Goods
Regulations 1990. Change of Sponsor forms are available on the TGA
website.

o This guidance does not cover natification of a change in sponsorship or

Decision to vary an entry

Decisions about variations of ARTG entries are made under Section 9D of the Therapeutic
Goods Act 1989. We will vary the ARTG entry if the sponsor requests a variation that:

e 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:

» the result of the proposed variation would be that the device is no longer a device of
the same kind, or
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o the proposed variation indicates any reduction in the quality, safety or performance of
the medical device for the purposes for which it is to be used.

An application to vary an ARTG must not change the kind of device and must meet the
criteria of 41BE of the Therapeutic Goods Act 1989.

41BE - Therapeutic Goods Act

41BE of the Therapeutic Goods Act (the Act) states that a device is the taken to be of
the same kind as another medical device if they:

(a) have the same sponsor; and

(b) have the same manufacturer; and

(c) have the same device nomenclature system code; and
(d) have the same medical device classification; and

(e) are the same in relation to such other characteristics as the regulations prescribe,
either generally or in relation to the medical devices of the kind in question.

Unique Product Identifier (UPI)

For Class lll, Class AIMD, and Class 4 IVD medical devices (excluding immunohaematology
reagents that are Class 4 1VDs), and IVD companion diagnostics, the unique product
identifier (UPI) also defines the kind of medical device. Regulation 1.6 of the Therapeutic
Goods (Medical Device) Regulations 2002 specify this in relation to s 41BE(1)(e ) of the Act.

Variant

The Regulations dictionary defines a ‘variant’ as a medical device, the design of which has
been varied, to accommodate different patient anatomical requirements (for example,
relating to the shape, size, length, diameter, or gauge of the device) or any other variation
approved by the Secretary for this definition, if the variation does not change the intended
purpose of the device.

If you are unsure whether you need to make an application to vary your ARTG, please
contact the Devices Information Team.

How to vary an entry in the ARTG

Fees

The current fees for variations to an ARTG inclusion can be found in our Schedule of fees
and charges under ‘Variations’. These are set in accordance with Schedule 9, Part 2 Iltem 2A
of the Therapeutic Goods Regulations 1990.

The application fee for a Variation is different depending on the class of the medical device.
The fee paid for the application is not refundable.

The variation fee for relinking manufacturer evidence from an EU MDD certificate to an EU
MDR certificate is reduced. An application can include up to 10 ARTG entries under the one
fee, if all of them are relinking to the same manufacturer evidence ID.
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Forms

The variation application forms are located within the sponsor TGA Business Services (TBS)
online portal.

There are three application forms available:

1. Class llI/AIMD variation application form
2. Request change application form (Device Change Request)

3. IVD Variation application form

Class lII/AIMD variation application form

A variation form is designed to request variation of the information included in the ARTG for a
specific device of the kind of which is either Class Il or Class AIMD.

A variation can be submitted to vary the UPI, total number of devices, functional description
or product variant list.

Note that an ARTG entry is not limited to the information visible in the public ARTG entry. It
also includes any supporting information provided with the dossier or subsequent variations
that are held by the TGA and were considered to be relevant to the initial decision.

The following information should be attached to the variation application to substantiate any
changes and that demonstrate that the variation does not reduce the quality, safety or
performance of the medical device:

e Sponsor explanation of changes

o Design Examination certificate or equivalent document, if applicable

* Manufacturer's Declaration of Conformity (DoC), if applicable

e Instructions for Use (IFV), if applicable

» Information provided with the device (labelling), if applicable

e Surgical technique, if applicable

» Approval of significant change document from the notified body, if applicable

In cases where the design of the device has changed, the manufacturer is requested to
demonstrate that the 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.

All changes must be approved by the relevant notified body issuing the certification for that
specific kind of device. This process must be completed prior to seeking a variation of your
ARTG entry.

Class Il — Software for programming another medical device

For Class Il software that is used for the programming of another medical device and the
software has been versioned to incorporate a new medical device (Class Il or Class AIMD),
the new (hardware) device must first be approved by the TGA prior to the submission of a
variation application.
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The TGA will process these variations within a target timeframe of 3-5 business days to allow
for the transition of the software device to be used with the (hardware) devices for which it is
intended.

Device Change Request (Request Change) Application
Form

A Device Change Request (DCR) is the most frequently used form to vary information in the
ARTG entry for medical devices and IVD medical devices

A Device Change Request can be submitted to vary manufacturer details, GMDN code and
term, intended purpose, and de-linking and re-linking manufacturer evidence ID.

The following information can be attached to the Device Change Request application to
substantiate any changes and do not reduce the quality, safety or performance of the
medical device or IVD medical device:

e Additional supporting documentation (e.g. manufacturer or notified body letter)
o Design Examination certificate or equivalent document, if applicable

e Manufacturer's Declaration of Conformity (DoC), if applicable

e Instructions for Use (IFV), if applicable

¢ Information provided with the device (labelling), if applicable

e Surgical technique, if applicable

e Approval of significant change document from the notified body, if applicable

Note

o The sponsor of an ARTG entry (or agent on behalf of the sponsor) is the
only person who can request to vary that entry. A DCR application from
someone who is not the sponsor of the ARTG entry will not be processed.

Multiple ARTG entries — Same change

The sponsor can submit one DCR form for up to 10 ARTG entries where the request is the
same for each entry.

Request for information

We may ask you for more information under section 41JA or section 31 of the Therapeutic
Goods Act 1989 to enable the delegate to make an informed decision on whether the
requested change is acceptable and does not change the kind of device in the Register.

It is an offence not to comply with such a notice or to provide information that is false or
misleading in a material particular.

We allow you to provide the information or documents with a reasonable time, being not less
than 10 working days from the day on which the notice is given, as is specified in the section
41JA or section 31 notice. The response period will be clearly stipulated in the notice. If we
have not given you sufficient time to respond, you may ask us for an extension in writing to
the delegate requesting an extension of time.
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Manufacturer — Same Quality Management System (QMS)

When considering requests for variation of the manufacturer's name or address, we will
assess whether the manufacturer responsible for applying the QMS related to 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 has changed,
(acquisition, bankruptcy, death, winding up) we may not accept the request to change the
ARTG entry and may require the sponsor to submit a new application for inclusion of the kind
of device in the ARTG.

If the manufacturer can demonstrate that the QMS remains exactly the same and has not
changed due to a name change or relocation, then this will be accepted.

Intended purpose — Changes

If the manufacturer has changed the intended purpose of the device of which has not been
previously assessed by the TGA, such as broadening the clinical indications, the sponsor is
required to apply for a change to the ARTG.

Changes that expand or contract the intended purpose must not change the kind of device or
the classification of the device. This is required to be taken into consideration prior to
submitting the variation application.

GMDN code and term

The GMDN code and term applied to the kind of device in the ARTG at the time of inclusion
is valid for the whole life cycle of the ARTG entry.

TGA does not require the sponsor to vary the GMDN code if it becomes obsolete (inactive) in
the TGA GMDN or the GMDN agency database.

However, the manufacturer who is responsible for determining the appropriate GMDN code
for a device or range of devices may decide to apply a more relevant active term to describe
their device. In this case the sponsor can request to vary the GMDN code on the ARTG entry
by submitting an application to the TGA.

The GMDN code and term must not change the kind of device in the ARTG and must align
with the intended purpose, classification, and product characteristics of the device.

TGA Conformity Assessment Certificates

For ARTG entries supported by TGA Conformity Assessment Certificates, the manufacturer
must, under section 41EJ of the Act, notify the TGA Devices Conformity Assessment Section
(DCAS) of any plans for changes to the quality management system; product range covered
by those systems; or product design of the kinds of medical devices covered by the TGA
issued conformity assessment certificate.

The sponsor should first contact DCAS to check whether they are required to submit a
Conformity Assessment Application Form for any changes to the device and subsequent
change to the ARTG entry.

IVD Variation application form

Class 1, 2 and 3 IVD medical device ARTG entries are for a kind of device. The supply of an
additional device of the kind requires notification to the TGA if the additional device is
consistent with a device described by Regulation 5.12 of the Regulations.
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The variation of the ARTG entry for the approval to supply the additional device of the kind
requires the identification of the additional device. The application form has Device Product
Characteristic questions that are mapped to Regulation 5.3(1)(j) of the Regulations. If you
answer yes to any of the questions in the Device Product Characteristics section of the form
you will be prompted to identify the device (with the name of the device, as it appears on the
labelling for the device). You must use the ‘Add’ function to add the additional device of the
kind to the application for variation. Do not delete the existing active IVD unless you are no
longer supplying the device.

Some devices require naotification but are not captured by the questions in the Device
Product Characteristics section of the form. For example, devices that are captured by
Regulation 5.3(1)(j)(viii) are not required to be identified, unless the device is also consistent
with another sub-paragraph of Regulation 5.3(2)(j).

Note

A variation is needed to add another device of the kind. If the variation is
about information in the ARTG entry or about a performance characteristic
for existing devices, a change request application is needed.

A change to the intended purpose in the ARTG entry also requires a change
request application. However, if you intend to supply an additional device of
the kind that requires natification to the TGA, and a change in the intended
purpose in the ARTG entry is also required, you should attach a document
including the replacement intended purpose to the variation application
form.

When applying for a variation to an IVD medical device please attach the manufacturer’s
Australian declaration of conformity.

Note: the IVD variation form is not applicable for Class 4 IVDs as these ARTG entries have a
single UPL.

Note

The IVD variation form is not applicable for Class 4 IVDs as these ARTG
entries have a single UPI.
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Making a decision on your application

Approval

Once TGA has made a decision to vary the ARTG, we will send you a decision letter. Read
the decision letter carefully, especially the list of changes approved that is in line with the
variation request. You are required to wait for approval before implementing a change. You
are breaching a condition of inclusion in the ARTG if you implement a variation before the
Secretary has approved it.

Rejection

If the delegate makes a decision not to vary the ARTG, the decision letter will include a
statement of the reasons for the decision; and information on your rights to seek a review of
the decision.

Under section 60 of the Therapeutic Goods Act, a person whose interests are affected by
an initial decision made under the Act may, by notice in writing given to the Minister, request
the Minister to reconsider the initial decision.

How do | request a variation of my ARTG entry?

The following questions will assist you when deciding which application form you need to
use:

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

- UPI
—  Total number of devices
— Functional description
—  Product variant list
= YES - use the Class IlII/AIMD Variation Application form.

2. Is your device an IVD device, and is the additional device of the kind a device that
requires notification (Regulation 5.12)?

= YES - usethe IVD Variation Application form.

In ALL other cases, use the (Device Change Request) form.
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The application process

You need to login into your sponsor TGA Business Services (TBS) account to access the
application forms.

Step 1 - Login to TGA Business Services

Enter your username and password.

! Australian Government
s " Department of Health
Therapeutic Goods Administration

Login to TGA Business Services

Forgotten your password?

freset Password | Privacy | Help

Step 2 - Select the relevant variation application type

From the ‘Applications’ menu, under the heading Medical Device select the relevant variation

application type.
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Step 3 - Select relevant form

There are three application forms available:

1. Class llI/AIMD Variation

2.  Request change (Device Change Request) — All classes of devices

3. VD Variation

Class llII/AIMD Variation form user guide

The Class IlI/AIMD Variation application form is used to vary an existing Class Ill or Class
AIMD ARTG entry.

To make a variation to an existing Class IlI/AIMD ARTG entry, select ‘Class I1I/AIMD
Variation’ from the ‘Applications’ drop-down menu.

Page 1

Under the ‘Application Details’ section, the ‘Sponsor’s own reference’ field will be blank to
start with. This will be populated in the next few steps.

The ‘Sponsor Details’ section will be pre-populated with your information. If the information is
incorrect, please amend them.

Next, search for the ARTG entry you wish to vary, by selecting the ‘Search’ button as
highlighted below.

TGAII'I:!I:-:'“-I'T Variation of Device Application

Page 1 Applcaton cendbar Will be geneeabed on save

Appiicatian Detads
ApOICANON Ice WleaiCa [evice - Included

Sporod’s own relaeae

Spoascr Delails
Apchcant address

Lp0onsr Nl

Camlact nanme

LOnac] emad

This acplcatcn = to ® aka & variaton o en eostng ART andry
.y -

Application Clans Dataile

Class Mo Do roftvaed Vol foud o

it [+ e |

A pop-up window will appear — ‘Code Picker - ARTG ID'.

Code Picker - ARTG ID

Seanch :G'...l |m

This will list all the possible ARTG entries available for your selection.

Note: If the list is long (e.g., multiple pages), you can refine your search by entering key
words in the ‘Search for..." field to narrow down the list.
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From the list you can choose the ARTG entry you want to vary or enter your ARTG number
and press ‘Go!’. Once selected, the Code Picker window will close.

To continue, click on the ‘Clone’ button (highlighted below).

TGAﬂ::};}_;:* Variation of Device Application

rer

Appiicaton identfiar Wil be generabed on save

Page 1

Applzaticn Dy

" AgpAcalion fo Witz Carvice - Includied

. Sponsors evn elerance
Sponaor Detsly

. Agpicant midress

" SPONSOF narmg

" Gonact rame
Coniact cmal
Fris Applcabon o fo ® Moke 0 vanabon 1o an sxesting ARTE entry

arch | Clane

Appizatien Class Delails

. Class Wi Dot nodorvamil vl found for

Clans r— teip |

A dialogue box will appear. Clicking ‘OK’ will populate the application form with all the details
from the selected ARTG entry for use in the new application to vary.

www.ebsacceptance.tga.gov.au says

This selection will create a variation of the ARTG numbered ER-Dc

you want to continue?

The ‘Sponsor’s own reference’ field under ‘Application Details’ will now be filled.

TGA Variation of Device Application

SETVIODES

e Close Lawr Werw lln e App | Walnlals

Pa-ge 1 Appicmbon idonbieer DV-2023-D48

Application Dutalis

. Apphcation for Wecical Deoce - Included
SPOISOS (a1 derange iarsaton of ARTO nuimer
Sponisor Datslls

. Appacant padess
SPOCEO NamE
Contact name

Conlpct amad

Application Class Detaily
Class Clhass
Fas 5430 00

(5] Eliser S Vieve [idie e hjrp | Valslils

Click ‘Next’ to continue.
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Page 2

The following page is where you will make the variation(s) to the ARTG entry.

T( ; A - Variation of Device Application
JEIVICES

Plt'.vln-uu;- Mext | Close | Save J View Entire App | Validaste |

Page 2
I'he variation application is for ARTG entry
%* Are you changing 1o an EU MDR O vas O No
certification?
* Are you varying the intended Oves ONo
purpose’?

Prmﬂmmf. Hext | Close ) Save )Ulthr:lircﬁpp_ 'I.l'llif]lll‘.‘,

If you select ‘Yes’ to ‘Are you changing to an EU MDR certification?’, please enter the ‘Date
of effect for EU MDR changes’.

* Are you changing to an EU MDR ® ves O No
certification?

* Date of effect for ELU MDR | ‘ =)
changes

If you are varying the intended purpose in the ARTG entry, amendments can be made in the
free text field for the proposed intended purpose. Please select the appropriate radio button
below to reflect the intended purpose (refer to the example below).

* Are you varying the intended

®ves ONo
purpose?

Existing intended purpose The is for treatment of supraventricular’ ventricular tachycardia rhythm disturbances or AV node re-entry lachycardia by rf
ablaticn. This includes WPW syndrome; atnal flutter; atnal fibnliation; atrial tachycardia, ventricular tachycardia; ablation of the bundie of His or the
atnoventricular node in the case of therapy resistant tachycardia atrial fibnillation {as palliative measure). and pulmaonary vein isolation in the case

of left atrial fibnilation and flutter

* Proposed intended purpose The is for treatment of supraventricular/ ventricular tachycardia rhythm

disturbances or AV node re-entry tachycardia by eof ablation. This includes WPW syndrome; atrial

flutter; atrial fibrillation; atrial tachycardia; ventricular tachycardia; ablation of the bundle of

His or the atrioventricular node in the case of therapy resistant tachycardia atrial fibrillation (as

palliative measure); and pulmonary vein isolation in the case of left atrial fibrillation and flutter,.

* Is there any change in scope fo O i

the intsnded purpose? g Yes [Qdut[l?n in SCope
Yes, expansion in scope

O No change

ous | Mext | Close | Save | View Entire App) Validate

You can then proceed to the next page of the form. All the details you see initially are the
same as the original device you selected to change.
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Page 3

Under Manufacturing Details (Other Classes), you can modify the details for the ‘Unique
product identifier’, ‘Functional description’, and the ‘Total number of devices covered'.

'l'GA-_I;‘ « Variation of Device Application

T R

| by el ¥

F ot b b

Bl T gy 2, [E300E]

DA™ ot st [0

e

[l e

gy M deeales D 0l [ia,

1 CEd B o i e el ]

[
1

& e — [ - Frew ole s Som | |

[ ] [T r— e e N
i by el A g, .

Variant type: you can add an entry to your ‘Variant List’ from the drop-down menu.

Isotope, actiity level

Length {cm)

Length {mm)

Model number (see gudance docs)
Mil variant (as 1 device)

Mumber of holes

Offsat

Opeaning width {mm}

Product name (see guidance docs)
Quaniity/pack

Radiopacity

Shape

Shape - rectangular

Shape - round

Shape - square

Shape - tnangular

Shape (of tip)

Size

Size (cm)

Size (mm)

Suture, colowr

Suture, gauge

Suture, needle, physical attnbutes
Suture, no. of strands

Suture, pledgets

Taper

Thicknass

Volume (mL)

Width frml

Variant range: you can include the new variant range and click on the ‘Add’ button.

" Winant type e
& VaEn range
Add |

You can only select and add one variant at a time to the application.

Varying entries in the ARTG — Medical devices and IVD medical devices
V4.0 August 2023

Page 15 of 29



Therapeutic Goods Administration

If you are adding / removing variants, the total number of devices covered by the entry may
also change. If this is the case, you are required to change this field in the application to
reflect the correct total number of devices.

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.

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

Variant List
L Variant type
Lasnigihy frram)
2 Length (om)
3 Lttty fe=n)

4 Camedar {rim
Ramove Sem nurmbsr Fom ks | ], «
Harmawe |

Once you've finished modifying on this page, click on ‘Next’ button to proceed.
Page 4

The final page of the form ‘Applicant’s Certification’ allows you to review the information and
attach supporting information.

Business Variation of Device Application

Jone B e i e

 siormiically nolemsiing o mociacaion 0/ TAML, imponti S6chvin Tl s i B el Sl oo s o iy ciaion el sk 4ot lovmacas: o s, i iy il i oo
fErd of Formi

Attach/Add Supporting Information: select the ‘Add’ button which opens the File Upload box.
Select the ‘Document type’ (e.g., a Design Examination Certificate), then select the ‘Choose
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File’ button to search for the document. Once completed, click on the ‘Add’ button to attach
the document to your application.

(1 httpsy/Swww.ebsacceptancetga.gov.au/ebs/Devices/DWebFileln A

File Upload

Apphcation/Certificate Id DV-2022-0A-00 )
Document Type Dasign Examination Carlificate -
Chick Button 10 Salact Fila Choosa Fila | Mo file chosen

Andad

Flease complate

# The Documant Type
&« Splact ing File 1o be sabmtted

Attached documents can be removed by selecting the ‘Remove’ button.

o Al Design Exarmination Cartificate - DE Cedficate {Test) pdf Ramove

If you agree with the terms of the declaration select the radio button ‘Yes’, then click the
‘Validate’ button.

| being & person authonsed to make this application hereby certify that

1. For changes to manufacturer details, the legal entity has not changed and the GMS remains the same

2 The manufacturer holds appropriate evidence of product assessment for the kind of device included in this ARTG entry.

Evidence of product assessment must be provided if requested for the kind of device to verify the device meets the requirements specified in Use of market authonsation evidence
from comparable overseas regulators / assessment bodies for medical devices (including IVDs)

3. Sufficient information to substantiate compliance with the essential principles is available and can be presented on request

4. The information given in or with this application in relation to this medical device is complete and correct

In electronically submitting this application to TGA, | hereby declare that in relation to this medical device the information given in this application and the above statements on this
declaration form are current and correct

| agree ®Yes O No
(End of Form)

Previous | Close Save View Entire App | Validate ) Continue Help |

If there are any validation errors, they will appear in ‘blue bold’ text in the top left-hand corner
of the form (see example below).

Note: All validation errors highlighted in blue text must be addressed first to proceed.

TG A'Busincs-ﬂ' Variation of Device Application

Services

Previous | Close Save ) ViewErltlreApp}, Validate ) Contilluef:

You have not attached a supporting document

Page 5 - Applicant's Certification

Once you have successfully validated your application, please review your entire
application before you submit, by selecting ‘View Entire App’

Varying entries in the ARTG — Medical devices and IVD medical devices Page 17 of 29
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TGAeBusi_nvﬁH Variation of Device Application

Services

Previous Hext Close Save View Entire App Validate

Note
If you click on ‘Close’ button, the application will be saved in your Drafts list.

If you want to go back and edit your form, select the ‘Edit’ button, then ‘Previous’ button to go
back and make changes. Once you are happy with your application, select ‘Validate’ and
then ‘Continue’ to submit.

Once your application has been submitted for processing, your Application ID will be
displayed (see example below).

TGA s Variation of Device Application

o Vriation of Device Application, DY-JOFEDA-O . s bt submiited for processieg
Thank you Tor the submissian of your spplication. Sheuld this application incur & fee, & copy of The iroice willl be smailed 10 you and 1 the billing camact for the CEsnt

Payment of application fee

An invoice will be sent out under a separate notice once the application has been receipted
by the TGA.

When the sponsor has paid the invoice, the application will join the assessment queue.

Request Change (Device Change Request) form user guide
The Device Change Request application form is used to vary existing ARTG entries.

To make a device change request, select ‘Request Change’ from the applications drop-down
menu. It will take you to the first page of the application form.

The ‘Sponsor Details’ section will be pre-populated with your information. Please amend if
necessary.

Select ‘Variation to ARTG Included Entry (Medical Devices and 1VDs)' under the Change
type field.

Next, search for the ARTG entry you wish to vary, by selecting the ‘Search’ button as
highlighted below.

Varying entries in the ARTG — Medical devices and IVD medical devices Page 18 of 29
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TGA*‘\-‘:';ITIZ'::\ Device Change Request

Chana Laww Frat

=

Sponsoc Details

Appicant addess
Sy e
Caoresch narra
Emanl addess

Phomng numlas

Gharge Request
Chands typs Vianatio b3 ARTG Lisded Enlry (DT3 Disndsciants)
Wiariahaon 1o ARTE Repaieiad Ealty fLegacy Danbeciats)
* Vatistion o ARTS includedd Enlry (Medoal Devows and WO
Sawsh | Chme
ARTG rursb
Baymed Details
Fogmiz 000
Cleus e Frud

A pop-up window will appear — ‘Code Picker - ARTG ID’

Code Picker - ARTG ID

Seanch :G'...l |m n

This will list all the ARTG entries available for the medical devices you have registered.

Note: If the list is long (e.g., multiple pages), you can refine your search by entering key
words in the ‘Search for..." field to narrow the list.

From the list you can choose the ARTG entry you want to vary or enter your ARTG number
and press ‘Go!’. Once selected, the Code Picker window will close.

To continue, click on the ‘Clone’ button (highlighted below).

TG chusiness Device Change Request

SETVICES

Clones Save Prd

Heonsor Details
Apohcant addrass

Sponsy nama
Contact name
Emai addtess

Phoni number

Hsip

Change Request
Lhangs typa Warabon 10 AR TS Ltded Enbry (OTG Ditarleciants)
* Wariatcs 16 ARTS Regittered Enbry (Locacy Disinlectanss)
& Variation 10 ARTG incheted Exiry (Wadical Devices and WDs)
Seath | Clohs
ARTG rumber
Bayment Details
Foo 430,00
Ciese L Frni

A dialogue box will appear. Clicking on ‘OK’ will populate the application form with all the
details from the selected ARTG entry for use in the new application to vary.
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www.ebsacceptance.tga.gov.au says

This selection will create a variaticn of the ARTG numbered_ Sy
Once cloned the ARTG can not be changed and the Change Type
selection will be locked. Do you want to continue?

The application form will now show the ARTG entry to be varied. Click ‘Next’ to continue.

The following page is where you will make the variation(s) to the ARTG entry. Please ensure
you complete the mandatory questions on of the application form (as shown below with the
red asterisks).

TG cpusness Device Change Request

Provious ) Hext ) Closa J Sawe ) Validato ) Sauibimi ) Print J
Page20f3

ARTG number

x Are you making the same change across Oves ONa
multiple ARTG antrias?

% Are you changing to an EU MDRIVDR COives OiNo
certification?

» Are you changing manufacturer details (Le O Mame O Addrass O Both ) Neither

name and'or address)?

* Are you seeking to ink your ARTS entries Cives O'No
to a new approved notification of
Manufacturer Evidenca (ME)?

* Arg you varying the intended purpose? Cives Mo
*® Are you varying the GMON code and Cives Mo
description?
Bayment Details
Fea $430.00
E"J_e:muu _IJ:.-_-_I_J; EEE?E_ || Sawe ) Validate ) 'Suhrnn.j' Print ]

If you are making the same change across multiple ARTG entries, select ‘Yes'. You will need
to search for the ARTG entries you wish to vary, by clicking on the ‘Search’ button, this will
open a new search window titled Code Picker - ARTG ID.

* Are you making the same change across ®ves (No
multiple ARTG entries?

& Choose up to 9 additional ARTG entries for Search
which you're making the same change: =)

You can choose up to 9 additional ARTG entries for which you are making the same
change.

Click on the ‘Search’ button to proceed. You can add one entry at a time.

Once selected, the Code Picker window will close.
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Note

One Device Change Request application form can be used for up to 10
ARTG entries if the change request is same for each entry.

Examples of this could be a change of manufacturer’'s name and /or
address, or change of manufacturer evidence ID.
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If you intend to remove the chosen ARTG entry, you need to select the ARTG from the list
and click on the ‘Remove’ button. Note that you can only remove one entry at a time.

* Choose up to 8 additional ARTG entries for Samch | IR
which you're making the same change el

-

If you select ‘Yes'’ to ‘Are you changing to an EU MDR/IVDR certification?’, please enter the
‘Date of effect for EU MDR/IVDR changes.

® Are you changing to an EU MDR/IVDR ®Yes ONo
certification?

* Date of effect for EU MDR/IVDR changes: ‘:\

If you are varying the manufacturer details (i.e., manufacturer name and/or address), you will
need to provide evidence supporting this change, either through an already approved
Manufacturer Evidence, or, through supporting evidence to be uploaded at a later page.

® Are you changing manufacturer details (i.a. CiName () Address ® Both () Naither
name and/or address)?

& Where is your evidence supporting this

h 5 @® In approved Manufacturer Evidence (ME)
change? -

) In supporting evidence to be supplied later

Note

The supporting evidence is a letter from the manufacturer or notified body
stating when and why manufacturer details (name or address) changed, that the
quality management system did not change, and the company remains the
same manufacturing legal entity.

If you intend to link your ARTG entries to a new approved manufacturer evidence, you need
to choose the manufacturer evidence identifier from the drop-down menu.

* Are you seeking to link your ARTG enfries @ ves () Mo
to a new approved notification of
Manufacturer Evidence (ME)?

* Choose Manufacturer Evidence: | -- Please Select --

If you are varying the intended purpose in the ARTG entry, amendments can be made in the
free text field for the ‘New intended purpose’. Please select the appropriate radio button
below to reflect the intended purpose (refer to the example below).
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L Aurg you vanying e intended punpose’ ®ves Mo
Endsting intandied purpose coronary guids wires ane indicabed to taciitate the placement of interventional cardislogy cathabers with
compatibl guida wite lumén during intervinfonal proceduns
" v interded porpase | corongry gulde wires sre Indicated to facilinete the plecesent of interventicnal
,:ardfnlﬂg;.- eatheters with compatible gulde wire lussn during Dnterwvestionsl procedure.
I
I
|
® Is thare amy change in scops to the 'as, radusciben in scoge
imandad purpsaa’ .
‘a3, sxpansion in scope
L N changa

If you intend to vary the GMDN code and description, select ‘Yes’ and then click on the
‘Search’ button, which will open a new search window.

* Are you varying the GMDN code and @ Yes ) No
description?
* GMDN code and description: >
Search
* Does this GMDM code change the kind of Oives ) No
device?

Thee Global Medical Device Homenclatern (GMDN] Iz a sysiem of Intornationally agreed terms uzed io identify medical
LR Tba{l'l[.'wu lnu.mimrmd tha GMON Sosncy Tha GAIIN b applicabls 1o diffansnt classas al
devices arg 1?ﬂhThmmmmWDmmmwmﬁﬁﬂ2 Alink 1o thess
ngdadunaandhrl:h-uGMDNgddaMucmMMmﬂuﬂndthmﬂnndmpugﬁnﬂmTﬁhmbm

Saadech by i GIDN Tent ) GHON Code

MO Faxt I ]l Sesren {MinimuTr 3 chamcinrs bo search for tnad)
*Wapwords iInchading AND, AND NET and 06 may be uesd 1o refine your search

| Wiww Cefriticn | Erter a seanch

Each "GMDHM ienm’ Is made up of the following data elements: a GMDN code, GMDN ferm name. and GMON definifon. The
GAAOIM B @ Bing datpest Ta kesp tha dstropt coerant, tha GAEIN Agansy regularty updates the tamm namas and definticns
finked ba GMDN codes. Acopy of the GMDN Agency dstasel is inlegrated inko this securs area of the TGA buzingss panal and
can ba searched here. This search vl shoe only the most recent barm name and definion for GMON codes cumantly hald
wishin tha TGA business portal

o | Cantel

Your search can be refined by selecting either the ‘GMDN Text’ or the ‘GMDN Code’. Select
the GMDN code and term that is relevant for the kind of device in the nominated ARTG entry
and click on ‘OK’ to proceed. The selected GMDN code and term will appear in the
application form.

Note: The proposed GMDN code should not change the kind of device.
Select ‘Next’ to continue.

If there are further changes not already identified, please provide information on the other
changes you are seeking in the ‘Please describe changes’ field (as highlighted below).

If you have recently submitted DCR or variation applications which are of relevance to this
current application, please provide the submission/application ID(s).
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Eoge 1ol
ARTE prmbgr
b A thend airy ofier chanpes you ne v (e
mMMﬂmmm
i

. Flessn desorcs e

TGA identifiers. for rocently submitied DCR
o Vitan agplcmaeg fyviring jatdal
changes 10 offver medical devices

Attach/Add Supporting Information: select the ‘Add’ button which opens the ‘File Upload’ box.

Attach [ Add Suppaorting Intormation

[hiz funclion aflows tha atiachment of supparing documantation lor the application
Class | non-sterite, nen-measuring, Class 1, Class Eexport only, and Class 1 V0 export onty: Appications musk have 3 signed copy of e Dactaration of Confnomity
atiached

Al ot classes; T appiicaBon nost be aooompenied by suppostayg nlonmaon ppopiale b e dess of device in s Usse ol mankel authomsation eviden fom
comparable overseas requiatory bodies for medical devices quidance document

Haled Ho Mtachmants

Select the ‘Document Type’, then select the ‘Choose File’ button to search for the document.
Once completed, click on the ‘Add’ button to attach the document to your application.

4 File Upload - Profila 1 - Microroft Edge — (] b
= https/fwhenw.ebsacoeptance. tga.gov.aufebs/Oevices,/ DWebFilel... Fo

File Upload

Application’'Cartificate Id DWV-2022-CR-00

Crocumant Type: r:'_ﬁlqp;q- Salact — ~]

Click Buttan (o Select File | Choosae File | No file chosan

Ploase complais

= The Documant Typae
= Select tha Fila 1o ba submiiacd

If you agree with the terms of the declaration, select the radio button ‘Yes’, then click on the
‘Submit’ button.

Declaration

The applicant carfilies

1 For changis lo mamdinchmer dotails, e logal enflty his ol changed aond the OME remains the same

2 The marulachurer holds appropriale evidence of product sssessanend, for all the devices of that kind (if appliceble)

‘Evidence of product assassment must be able 1o be provided if requested for the kind of device 1o verfy the device meets ol the regulatory requiramants ©
Uea of market suthodisation evidenca from comparable overseas regulalors | assetsment bodis for medical devices (inchuding IVDs)

3 Ther mbormation inclodod in of wilh the application is complebe and corresd
PLEASE ROTE: A falsa daclarailon will rasul in the davice aniry baing remavedicancelied from the ARTG

| agree [ Yes No

Payment Detalis
Fisir $430 00

Prewious || Clane | Save | Valdwe | ‘Subma | | Prit

s

If there are any validation errors, they will appear in ‘blue bold’ text in the top left-hand corner
of the form (see example below).
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Note: All validation errors highlighted in blue text must be addressed first to proceed.

TG eBusiness Device Change Request

Services

Pre\rious‘J Heaxt J Close J Save J Validate J Sul)nli‘tJ Primt J

Please attach supporting evidence

If you intend to make changes to any of the previous pages, clicking on the ‘Previous’ button
will take you to the previous pages of the application form.

Note

If you click on the ‘Close’ button, the application will be saved in your Drafts
list.

Once you have corrected the error(s) in the application, click on the ‘Submit’ button. This will
end the session.

TGALEEIL:!;:L:\' Device Change Request

Homa |

your Dewics Changs Request V2072 .CH-00 hag boen sidenined lod proceiaing,

Thank you for the submission of youws application. Skould this application incur & fee. & copy of the imvolos will be emaibed 1o yos and to the billing contact for the cliant.

Payment of application fee

An invoice will be sent out under a separate notice once the application has been receipted
by the TGA.

When the sponsor has paid the invoice, the application will join the assessment queue.

IVD Variation application instructions

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

Complete the Sponsor reference field with information that will differentiate the application
from similar applications.

Use the Search function to review your current ARTG entries and select the ARTG entry that
you intend to vary. The ARTG entry will display in the form. Use the Clone function to capture
information from the ARTG for this entry.

The Application Class Details section of the form requires careful scrutiny.
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Does this application include any IVDs that are: ® vas O No

- Class 3 and intended for detecting the presence of, or exposure 1o, a

sexually transmitted agent

- For managing and monitoring the treatment of infections diagnosed using

Class 4 IVD

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

- Non-assay specific quality contral material that is intended for monitaring a

Class 4 IVD

- To be supplied under the Pharmaceutical Benefits Scheme

- Intended for point-of-care testing

- Intended for self-testing

- Intended for use as an IVD companion diagnostic? (Q60)

Does this application include a system or procedure pack? (Q64) Yos © Mo
Mo

Does this system or procedure pack contain a medicineg? (065) Yas

If the additional device of the kind is consistent with any of the devices described as above,
answer Yes and the form will display the IVD Name and Category Section. Enter the name
of the device and select the option from the displayed list (note that more than one category
can be selected). Complete the relevant fields and select the Add button to include the
additional VD on the New IVD Names and Categories list.

gany.
Hama af VD: Drevice Mame [as it appears on the labeliing)
Canegary: Class 3 sexually ransmitted agen testing
L] WD Companion Diagnastic
L) Managing/monitoring treatmant of infections diagnosed using Class 4 VD
[J Mational disesse screening program
| Mon-assay spacific quality contrel matedal for monilaring a Class 4 WD
L Prarmaceutical Benefits Scheme
Foint of cans 1831ng
Ll Sl Testing
Add |
gores
1. Mew WD a X
Class 3 saxually ransmittad agant 1esting

On the bottom left of the form the current (active) devices identified in the ARTG entry are
displayed with a red cross. Do NOT press this red cross unless you require the inactivation of
the device (no longer supplied). The inactivation of the device will remove it from the ARTG
certificate.

Upon the use of the Add function the new device will appear on the bottom left of the
application for variation form.

Active IVD Names and Categories
1. New IVD a ¥
Class 3 sexually transmitted agent testing

Inactive IVD Names and Categories
New IVD Names and Categories
1. Device Name (as it appears on the labelling) @
Class 3 sexually transmitted agent testing
Point of care testing

Once you have added the extra details, select the Next button to continue.

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

To attach supporting information, select the Add button which opens the File Upload box.
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| @ ebsacceptance.tga.gov.au/ebs/Devices/DWebFileU.nsf/Upload?OpenFor...

' File Upload

| Application/Certificate Id: ~ DV-2022-VA00 1 _
Document Type: Declaration of Conformity v|
Click Button to Select File: Choose file | No file chosen

| Add )

Please complete:

* The Document Type
+ Select the File to be submitted.

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.

Prf:'ll'iﬂlISJ Close ) Save ) View Entire App; Validate J C-:mtinueJ

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.

TG eBusiness Variation of IVD Device Application

Services

Previous_J CloseJ Save ) ViewEntireApp_J Validate ) Suhmit_J

You have not attached a supporting document

If you Save and then close the application after you have reviewed the whole document the
application will be saved into your draft folder.

Once you have successfully validated the application, select ‘Submit’.
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Version history

Version Description of change Author Effective date

V1.0 Draft Medical Devices November 2016
Authorisation Branch

V2.0 Revised to add additional Medical Devices October 2022
steps Authorisation Branch

V3.0 Updated fees related Medical Devices July 2023
information based on the Authorisation Branch

amended Regulations due
to medical device fees for

2023-24.
V4.0 Inclusion of fee information | Medical Devices August 2023
Authorisation Branch
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