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Completing a new notification

TGA Business Services
The online notification form is available in TGA Business Services.

e Before your organisation uses TGA Business Services for the first time, you need to apply for
a client identification number. Complete the 'Organisation details form' and send it
to ebs@health.gov.au. Once the form has been processed, you will be sent an email with the
Organisation ID and an administrator guide.

e For help using the TGA Business Services, including resetting your password, go to TGA
Business Services - how to use this site.

e If you are experiencing issues with TGA Business Services site, email ebs@health.gov.au or
contact them on 1800 010 624

The dashboard

First, log in to TGA Business Services- external site, with the username provided to you by the TBS.
When you first go to login, you will need to set your password by clicking on 'Forgotten your password'
and following the instructions.

Across the top of the dashboard, there are three main menus: Application; Documents; and Your
TGA. If you have a financial role, there is an additional Financials menu.

* To begin a new application, select the Applications menu.

e If you want to open an existing draft form, select Work on drafts from the My work menu.

Ef Applications - E Documents. - ‘ Your TGA, -

@& Welcome

What would you like to do today?

Company Pty Ltd

ABN. 0123456789
ACN  DLI3A56789

Date Identifier Clignt reference

Mo data availabie in table
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Starting a new Class 1-3 in-house IVD notification

1. Select Applications from the top menu. This will open a list of application types.
2. Select Class 1-3 In-house IVD Notification.

[& Applcations - $ Fmanciats E Documents = ‘ Your TGA =

annual Charge Exemption Biologicals Listed Medicine Clinkzal Triaks Exporn Only Medicine

Notification and Declaralion  Beologicil Apphcation e L L) Clinical Trial Motificatan 5.26 « Exp iy

5640 SubMSsa0n

Manutacturers
Cenification Applic atior

Madical Device

Clearance Apphc o Devic e OTG ADphesion

Medicinge Shomages
Notification

Ciet laia Subinbstion

Chass 1-2 Iin-house
Hobfication

Lot Applicalnn Kon-Prascription

Prescription Medicing Medscines

Kedicing Applicaton

ite Pack Application

Régulstery Actions

Submissan

Sponsol Cancenation

A new IVD Noaotification form, like the image below, is then displayed.

'I'GA- teren Glass 1-3 In-house VD Natification
=

Arednmen

Note that Help texts are available throughout the form, using the yellow "?" buttons on the left.
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Verifying manufacturer and address details

At any stage you can save the notification form to your drafts by clicking the Save button at either the
top or the bottom of the page.

The form will auto-populate Manufacturer and Address details, including Contact Details from your
own client details.

3. Verify the auto-populated details and when necessary, change them using the drop-down
menus.

4. Using the drop-down menu, select the Response Person details from the options available.
Only persons with portal access will appear within the drop-down menu.

5. If you want, you can enter in your own Client reference title into the free text box at the top of
the page. This reference is for your own use to assist in identifying your notification, rather
than trying to recall the assigned notification identifier.

Selecting accreditation body and QMS standard

Under this portion of the notification form, enter your laboratory's accreditation details.

Note that only one notification form needs to be submitted if multiple laboratories are accredited as a
laboratory network under the one Corporate Accreditation number (i.e., the laboratories all operate
under the one quality management system).

If your laboratories operate under the one quality management system, but you don't have a
Corporate Accreditation number, enter one of your laboratory accreditation numbers in the form and
then list the remaining accreditation numbers for your individual laboratories in a separate document
and upload this along with your test list at Step 12.

Although, each laboratory can submit their own notification should they choose to do so. However,
each notification will incur its own application fee.

If multiple laboratories are to be included under the one notification, it is recommended that each site
has access to the TBS portal, so that they too can view the completed natification.

6. Selectthe Accreditation body from the drop-down menu and then the QMS standard
applied from the following drop down.

Accraditation details

Actreditation body National Asscciation of Tealing Authonties (MATA) *
QS standard appleed B | - Seloct— v

Accredtation number -

Corporate sle number

Both drop down menus only show accepted Accreditation bodies and QMS standards that
cover Class 1-3 in-house IVDs.

7. Enter the Accreditation number as listed on the certification and if available, the Corporate
site number.
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Selecting IVD type and categories

8. The IVD type and category fields are no longer required as this information will be captured as
part of the standardised In-house 1VD notification template (Excel spreadsheet). Select the
default options available for IVD type and category, click Add and proceed to Supporting
documents.

VD datails

Doss thit netification includs any (VDS ntended far Lits it & companian
dingnasse?

WO Type

WD Categoey

Ad
= (Click on tha bin icon to remove Typs and Category)

Supporting documents
Please upload your Tesl List here

Add |

Doas this retfication nchide any VD imended ko use a2 & compankon O vas 0w

dagnoicT

WD Typa: Efarmaton 100 hes fedd b0 De pronseed in e mshouse VD nalficalon emnplate »
VD Catagany

Pleaso downioad B standardsed inmelatn from the TGA websiio: In-house VD notficason hemplaio

A,
1% Click on the e iean in remove Typa and Catagons)

Sunnening documants
Flaase upload your Test List e

Note that the ‘Add’ button under VD details is not required and you don’t need to click on it.

The In-house notification template is to be added under Supporting documents in the next
step.

Supporting documents and In-house IVD notification
template

The Supporting documents section of the form is where you upload your completed In-house IVD
notification template (Excel spreadsheet), which lists and details your in-house 1VDs. Refer to
Regulatory requirements for in-house 1VDs for instructions on how to complete the In-house
notification template. These test details will not be made publicly available.

Within your In-house notification template, attempt to classify your Class 1-3 in-house IVDs but note
that your notification will not necessarily be refused if you don't get these entirely correct. For more
information on the classification rules, refer to the Classification of IVD medical devices guidance
document.

If you have more than one laboratory operating under the same quality management system, but do
not hold corporate accreditation which covers all sites, you should include each laboratory and
corresponding accreditation number in a different tab of the In-house notification template.
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9. Click the Add button to upload your supporting documents. A pop-up window should appear.

- e
i Fe Uplosd - Google Chrome =)

8 hrps//www.ebsacceptance tgagov.awebs/Devices/DWebFileU.nsf/Upload|

File Upload
Notific abon I
| Version 1 L

Chick Button to Select Fie Choose Fibe pet

x 2
lamim attaswimant size i 100ME

4 Aae 3 "

"

Supparting documents
Plaase upload your Test List haen

i 1 '__1 by T

..

10. Within this window, select Browser to search for your completed In-house notification
template file. Select the file to be submitted and click the Add button once more to confirm.
The file will appear under the Supporting documents heading.

Submitting your notification

11. Read the Certification at the end of page and select Yes if you agree.

Costification

| Biltew Datasls of Company Pty Ltd | bseng the risporsibie parson makang this nobiffcation hensky cendy that

(3} the in-Fouse VD redical devoes mchuded in the pobificaton o Clans 1, 2 or 3 inchouse VD medieal deaces;

it} thr Class 1, 2 and 3 inchouse IVD medical devices coenply with the exsential pringiples and MATA aocrpdiabon moueemants; 2nd
{e) | have anvailable infarmation 1o substantale that compliange with 1Fe essential princepies and MATA accrditabion requinemenls

Iy b brooe ity sibrristtng Ehis nobification o the TGaA, | hinetry cortify (Fat mh ipdation 1o this IV mibdecal dirvca th mifitemiatson greien m This notficatscn m cunninl and comict

i =

You will have to agree to the certification in order to submit your notification.

Note: Compliance with the NPAAC standard, Requirements for the development and use of
in-house in vitro diagnostic medical devices (IVDs), will be taken as compliance with the
relevant essential principles for the safety and performance of a Class 1-3 in-house IVD
medical device.
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12. Click the Validate button at the bottom of the screen. This will run a check to see whether all
mandatory questions have been answered.

Certificatio
[, Billing Del
(a) the in-ho
(b) the Clas:
{c) | have av

In electronic

| agree

Close || Sawve | Primt J Validate |
F F

Once the validation is complete only someone with the submitter role can submit the application.

13. If you only have drafter rights there will be no Submit button at either the top or bottom of your
screen. Click the Save button at either the top or bottom of the screen. Ask a person in your
organisation that has submitter rights to verify the application and submit.

14. If you do have a submitter role click on the Submit button at either the top or the bottom of the
screen.

Service

TGALBUHHG% Class 1-3 In-house IVD Notification

Close | Save | Print ) Validate || Submit |

3

WValidation Successful

15. We will only process your notification once we have received payment. When you submit the
notification, an invoice will be automatically generated and will be visible if you have the
financial role. We will not send you a paper copy of the invoice by post.
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Updating an existing notification

This section of the guidance is for sponsors who are seeking to update their existing Class 1-3 in-
house IVD notification which has been previously notified to the TGA. Once any edits have been made
to the form, including the attachment of the In-house IVD Notification Template, it can then be
submitted to become your current Class 1-3 in-house VD notification.

TGA Business Services

To vary the existing naotification, you will need to login to the TGA Business Services portal.

e For help using TGA Business Services, including resetting your password, go to TGA Business
Services — how to use this site.

e If you are experiencing issues with TGA Business Services site, email ebs@health.gov.au or
contact them on 1800 010 624.

The dashboard

Once you have logged in the portal, the dashboard will appear. At the top of the page there are three
main menus: Application; Documents; and Your TGA. If you have a financial role, there is an
additional Financials menu.

1. To access your existing notification, select the Your TGA menu.

[ Applcations - 5 Financials E Documents - ‘ Yo Ew:k

& Welcome

What would you like to do today?
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2. From the drop-down menu, select Class 1-3 In-house IVD Notifications.

(& Applications ~ $ Financials ﬁ Documents ~

Current ARTG Entries

@& Welcome ) . e
Consumer Medicine and Product Information

N Ciass 1-3 In-house IVD Notificalions
What would you like to do today? OF Carihiing
LA Leninihc ates

Cﬂmpﬂﬂfpt}'[.td Manufaciurer Information I
Medical Device Evidence

ABMN 0123456789 IMedicines Shortage ]

ACN 9876543210 e pepanent o -
Therapeulic Goods A
developing a new mo
MedSearch™

lansation (' Listed medicines w
and cholesterol ind

3. Alist of all accepted notifications will appear within the user portal page.

Creating a ‘clone’ of the existing notification

1. Find the notification that you wish to update. Click on the small grey, down pointing arrow icon
that is located to the left of the notification identifier.

ELZTIN  class 1-3 In-house IVD Notifications

e .. v niffactarer: | AR WMafulac bunss
o In vana Wiy sied rer e |dentfer * | far | m
identifier L Marufacture lanufsctaier Addienn
Asusl Charpe Ensmption bt O e 2 el | Company Bty Lid 1234 Ackirens Stoeet LADORATORY ST 2600 sustrole 3
faesiogicals L
2. From the drop down menu, select Create Variation.
Identifier =
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3. When the pop-up box appears, click OK to initiate the cloning process. This may take some
time.

www.ebs.tga.gov.au says:

Are you sure you want to clone this entry?

Prevent this page from creating additional dialogs.

OK . Cancel
R

4. An additional pop-up box (see below) will appear, informing that the new notification
application from has been created. Click OK to close the box.

www.ebs.tga.gov.au says:

Avariation document has been created - refer to the View Drafts from the
eB5 Portal.

Prevent this page from creating additional dialogs.

o)

K

5. Within the portal toolbar on the left-hand side of the page, click on View Drafts (Step 1 in the
picture below) to pull up all draft applications.

- Awmvtralian Ceovernmeend

Drafts

Approval Area: | All Appicrdal Argas v

Spansar: All Sporsors L

Filter an: |identifoar T far m
Acnmissl Change Exsmgiion | Dits W il & i ek
Ehclopicis | B0 e Dwa0enome Viaristion 2018 Ceempany Pry Lid

6. Click on the newly created draft naotification (step 2 in the above picture) to open the form.
Note that it will keep the original notification application identifier number.
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Updating the draft notification application form

Form will reflect the original notification, except for any attached documents — original attachments will
not appear within the form. You must attach and upload the standardised In-house IVD Notification
Template when completing the notification form.

7. To amend any or all details in the form, refer to Steps 3 to 13 of the ‘Completing a new
notification’ section of this guidance.

The IVD Type and Category details will be replicated from your previous notification. This does not
need to be removed or amended. Simply select the only option available in this section of the form.
Refer to Step 8 of the ‘Completing a new notification’ section of this guidance.

At any stage you can save the notification form to your drafts by clicking the Save button at either the
top or the bottom of the page.

Note that any updates to the In-house IVD template need to be provided annually by 1 July of the next
financial year. For more information, see Regulatory requirements for in-house 1VDs.

Submitting your notification

8. Read the Certification at the end of page and select Yes if you agree.

Camification

. Biftryy Detadis of Company Py Lid . b the responsible person malking this notification hersby cerify that

() thoa in-Pouse VD medcal devices included in thes notdication oee Class 1, 2 o 3 inchouse VD medical densces. and

{b) tha Class 1, 2 and 3 indhouse VT medical devaces comply with the essential principhes and HATA accrediaton mogurements; and
{£1 | hare available information 1o substantate that compliange with 1 essertial prnciples and MATA accreddabion equesments

Ims asdsctrorecally submwiting this notfication o the TGA, | hanslsy cartify that m nslation 1o thes VD msdical devce the micrmathon grasn m this notificatssn m curmenl and comect

d of Form)

You will have to agree to the certification to submit your notification.

Note: Compliance with the NPAAC standard:” Requirements for the development and use of in-house
in vitro diagnostic medical devices (IVDs)”, will be taken as compliance with the relevant essential
principles for the safety and performance of a Class 1-3 in-house VD medical device.
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9. Click the Validate button at the bottom of the screen. This will run a check to see whether all
mandatory questions have been answered.

Add

Application
Fee

Certificatiol
I, Billing Del

(a) the in-ho
(b) the Class
(c) | have av

In electronic

| agree

Close J Save J Primt ) Validate |

K

Once the validation is complete, only someone with the submitter role can submit the application.

10. If you only have drafter rights, there will be no Submit button at either the top or bottom of
your screen. Click the Save button at either the top or bottom of the screen. Ask a person in
your organisation that has submitter rights to verify the application and submit.

11. If you do have a submitter role, click on the Submit button at either the top or the bottom of
the screen.

Services

TG A-Huﬁﬂw Class 1-3 In-house IVD Notification

Close ) Save | Prid ) Validate |

Subrmit |

i

Walidation Successful

We will only process your notification once we have received payment. When you submit the
notification, an invoice will be automatically generated and will be visible if you have the financial role.
We will not send you a paper copy of the invoice by post.
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Version history

Version Description of change Author Effective date

V1.0 Original publication Medical Devices Branch November 2016

V1.1 Additional information included to Medical Devices Branch March 2017
clarify steps

V1.2 Additional step included (Step 4) Medical Devices Branch June 2017

due to IT upgrade. Additional
information included to clarify steps

V1.3 Additional information included to Medical Devices May 2024
update an existing notification and Authorisation Branch
instructions to attach the In-house
IVD notification template
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