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This guidance is for sponsors who are applying to include class 4 in-house IVDs on the ARTG.

TGA Business Services

The online notification form is in TGA Business Services.

Before your organisation uses TGA Business Services (TBS) for the first time, you need to
apply for a client identification number.

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

Manufacturer’'s evidence

Before you can apply for a Class 4 in-house IVD, you need to have submitted your
manufacturer’s evidence to the TGA, and we need to have accepted it.

The Dashboard

First, log in to TGA Business Services.

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.

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

(& Applications -  [B§ Documents - & YourTGA ~

& Welcome

What would you like to do today?

Company Pty Ltd

ABN: 0123456789
ACN 0123456789

View my organisation e
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Starting a new Class 4 in-house IVD application

1. Select Applications from the top menu. This will open a list of application types.

2. Select Device/OTG Application.

(& Applications ~

Annual Charge Exemption
Notification and Declaration

Medical D
~Device/OTG Application
[

Reclassification

Class IIIFAIMD Variation
IVD In-house Notification
Manufacturer Evidence
Conformity Assessment
IVD Variation

Request Change

GMDN Help

Medical Device Incident
Reporting

Documents -

Biologicals

Biological Application
Submission

Medicine Shortages
Notification

Submission

Prescription Medicine
Pre-Submission

Single Medicine Application
Composite Pack Application
Submission

& Your TGA ~

Listed Medicine
General Listing
Composite Pack
Code Stock

Medicine Kit

Change Multiple Current
Listings

Submission

Listed Medicine Label
Checklist

Welcome Page
Regulatory Actions
Sponsor Canceliation

Export Only Medicine

S.26a - Solely for Export
Medicine Kit

$.26 - Export Only
General Listing
Composite Pack
Change Multiple Current
Listings

Export Centificates
Listable Product (CLP)
Phammaceutical Product
(CPP)
Exempt Product (CEP)

Submission
Export Only
Solely for Export
Certificates

Manufacturers
Cerification Application
Clearance Application
Declaration
Licence Application
Non-Prescription
Medicines
News: System Upgrade in
Progress
MNon-Prescription Medicine
Non-Prescription Composite
Pack
Change Multiple ARTG
Entries
Welcome Page
Substance
Substance Application
Submission

A blank Device application form is then displayed, starting with the Application page 1.

Note that Help texts are available throughout the form using the yellow ‘?’ buttons on the left.

3. To change your device application into an IVD device application, select ‘Medical Device -

IVD Class 4 In-House’ from the drop down menu at Application for.

Device Application

iz

Page 1

Trs appikcation s 10

Marmdachina's eslinded purposs of e dence

Appikcaton idertiter Wil ba genarated on s

¥ Conatn 3 naw rogestir

e origin podacts)
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Completing the form

At any stage you can save the application form to your drafts by clicking the Save button on the
bottom of your screen.

Once you selected ‘Medical Device - IVD Class 4 In-House’, sponsor, address and application
class details will auto-populate from your client details.

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

5. Provide a detailed description (up to 350 words) of the intended purpose of the device that
closely aligns with the relevant GMDN description.

Appheation deniiber  DV-2016-H- 00000-1

Modical Davace - (VD Class 4 in-House -

Agont name
Appie et addness -

Sponsor name -

Contact name

Contact emai

Addrnas Detalls

Bl suss 02
Rsgradalony comependenca addnss v

Thes appicaice s 1o ) Craate & rw rogrster

Class. Class d
Fee %000

6. Click the Next button at the bottom of the page.

7. Select the Manufacturer for Evidence from the drop down menu on page 2.

TGAP\Q;;:@::;* IVD Device Application

Prewioun a ] Clome | Wiew Entie App )| Vabdas | Helg

Page 2 - Manufacturing Details {Class 4) Applcabon [dentfier.  DV-2016-IVH-00000-1

T . Seleet Manufacturer for Evidencs

Onity manufacturers with cerificates which cover the type andior class of this
apphcaton (Class 4) are shown

Product Details
) * Diots ths include gy Reagents? (080} Yes O No
) ® GMDN Codi and Descripson i

Search

Functonal Descnption

Total Number of WD Medical Devices covered

Variant Type ~
“Vanant Rangs.
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This drop down menu only shows manufacturers with accepted manufacturer’s evidence that
covers the type and class ‘1VD class 4 in-house’. If the intended manufacturer is not shown, make
sure that you have submitted the manufacturer’s evidence, and that we have accepted it.

8.

Select the Evidence number from the drop down menu that pops up after you have

selected the manufacturer and indicate the authority that issued the evidence.

< WD Device Application

Gk, '\-\n- -l' -"LJll Pt i P i ded e o P
—

Tt Mmoo ey N P i By (W ing, s ety
=

e e e B 0 g g g - 1
BAN Cads grd Do

AL WY
e L b
Ld My -
B
..... - S —

9.

o
B [

Indicate whether the device includes immunohaematology reagents.

If ‘yes’ is selected, the form will no longer display the IVD name (Unique Product Identifier),
because this is not applicable to immunohaematology reagent IVD applications.

10. Use the search button to take you to the GMDN code search screen. Enter a search term and
select the GMDN code for the application. Click the OK button.

Note: If the application is for an immunohaematology reagent, only GMDN codes for

immunohaematology reagents will be displayed.

TGAQ?:;I;&? IVD Device Application

8w

&

! INOHAC s

2=CLAAApp - | =

The GMDN s 2

ystem for madical devices for the purpose of exthange of regulatory data. The coding foldws

Pueviaus | Close | Sawe ) View tntie App || Valldats |
Vabdaton Suecesshul

Page 2 - Manufacturing Details (Class 4)

Select Marnfacturer for Evidence

Oy ranudacturers with certificates whach cover the type andior class of this.

Search:

;""“"‘?{',E?'s’.’;"’““”" i =
S ————— e syn=HIVI/HIVE anty =20 i
GMDNS D : HIViIHIVZ dy IVD,
A wsed ta vary the of an assay o used for the

quabtatry andior quantitative dolocion of s from and ansbodies 10 human
immunodefitincy vinss 1 and 2 (HIVIHIVZ) in a clinical spocemen

Coda and Term
43443 - HVIHIV2 antigandanibody VD, control

[

Llasg Windew

sarict nules wheee tho torm = made up of a basa concept (noun or phrase) foliownd by one or more gualifiers. For searching
|| purpose, the aysiem sls snploys synonyms

GMDN Text.  [hangy ["Ga |Muwn.r'| 3 chasacters o search for bext)

“Kaywords mlicing AND. ANDNOT:MOR sy ba wsed 1o refine your search

kit chesmiiFmescent smimnoss:
&nzyme mmmuroassay (ELAY,

HIVIHIVE antbady VD, kit immunabicl43453] : lo:

HV1HV antibody VD, kit i
| HIVAHND antibody VD, reagent48457]
HIVAHZ ansgen VD, cabbraled 48433
HINHAT antgan VD, controi48434]
HIIHVD antgan VD, ki, chemilumanescent mmuncassay[43431]

HNVHE antgen VD, ot anzyme immunoassay [ELAN48430]

12 e 1V 1, iruimochesmakograph s ET. ipEA2E27)
[HVIHNZ antgen VD ntfaG435]

HVAUHNE antgen neutralizatien VD, calibratorf 45435]

HIVKIV antgen nevtralizakion VD, coniralf43433)

[HIVAHN antgen D, ki, i {48437
HIIHIE antigen v (EMAN48435]
HIV/HNE antgen neutralizaton IVD. reagent|45440]

HY/ vl\zar« er am oo VD, calibrator[48445]

test (ICT).

Aj4454)

WD, kit, enzyme

JHNIHNT and

43345]
HIVAHIVE antgen :nnnodvl\"{! A inzyme imempeasasy (EIANABA2E]

[HIVITHN ant o test (ICT), rap 43247}

M1V :r_qan dantibody M] reageny43450)

MMM nuciess acid VD, calibratorf48442]

VMV nucless acid VD, control{48443]

THIVIHIVE nusiess acil VD, kit puthec acsd tathnigue (NATH28441)

1/HNZ nuciast acd VD). reagentd5344)

N2 yechasterum lubarculos:s antibady 1D, ¢ alibrator

| : N2 Mycobacterum luberculosis antibody VD, controk ]
V2 Mycobactenum tuberculosia antibody VD, kit, imm: hromatographic 1est (ICT), rapd{48150]

Hl‘ 1THIVZ Myt obacterum fubareiosis antibody VD, reagent[45153]

191)

£y - WD Mams (Uniqua Product identifier)

£ . Furetonal Descrpton:

wrnanrwm smwwmmw and it is the primary code that i passed 1o the DEAL form.

Termms. mummww.mwnem WWhan the synomym 5
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11.

12.

13.

14.

15.

If your IVD is not an immunohaematology reagent, enter the Unique Product Identifier. This
text will be used as the ‘product name’ for the ARTG entry.

For the Functional Description, enter a description of how the device achieves its intended
purpose.

For the total number of IVD medical device variants covered:
—  Enter ‘1’ if the IVD is not an immunohaematology reagent

—  Specify the total number of variants that you are applying for, if the IVD is an
immunohaematology reagent.

Variant type is only applicable to immunohaematology reagents. For immunohaematology
reagents:

—  Select as the type ‘Immunohaematology reagents’
— Provide details in the free text Variant range field. Click the Add button to confirm.

Click the Next button at the bottom of the screen.

Submitting your application

16. Click the Add button on top of page 3 to upload supporting documentation.
17. Select the Document Type from the drop down menu and select Browse to search for files.
Then, select the file to be submitted and click the Add button once more to confirm.
File Upload
Application/Certificate Id: DV-2016-IVH-00000-1
Document Type:
Click Button to Select File: Browse...
_Add ) National Association of Testing Authorities accreditation to ISO 15189
Pl lete: TGA Conformity Assessment Certification (IVDs)
g o TGA Good Manufacturing Practice Licence

¢ The Document Type
* Select the File to be submitted
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18. Read the Declaration and agree or decline.

You have nol agresd t the declaraten -

Page 3-8 ing D and Dy Appheabion idersfer  CN.2016-PH-00000-1

A Mo Attachments

Declaration
| b a peeson aushorised 1o make s applicaton. hersby centdy that

| understand the corsequentes. of making a false declaration, 23 cutined below

8) VDs of tha kind nqagl-v\zn'\ﬂ mesdheal direcins. and

nn’\‘[:sc'l:ll-u under The defrvtion of an VD medcal devce. and
Jond ol VD 5 comectly classbod acconding to the VD medeal dewes classfieations. and

n wl:sn that lond comply wih the essental principles; and

[} harve avaiatie sufficient information 10 substantiate that comphance with the essental prnciples. or

() hsrve peotedires in place i ensure that such miomaton tan be obbined Fom the manufaciursr wilth e peeod specsied o the requlabons: and
Ilmwmmcw‘umkr:m amant procedure has boon apphod 1o VD5 of that kind: and
ot

{1 i sufficged nkoraion L substantate She appkcaton of thows conformty assisament pricedurss; of

) have procedures in place 1o ensure that such mformabon can be cbtamed fom the manufacturer withen the perod spechied i the regulations. ard

) VO oftht hnd comply il wey recrement # any) riating o advertsing appkcable under tha reguiatons; and
i) VT of @ kand do not sontain subslances that are prondsled mpons Kor the purposes of ihe Customs Act 1901, and
1} the skcemation nciLesd in of wth tho BpESeARCN i EOMplss and comoct
In et irorscally submiting this appication to the TGA, | herety deckane that i relation to this VD medscal disnce the information grvan in Fis appbcation and the above staliments on Bia declaration form ane curment and corect

e

{End of Form)

You have to agree to the declaration in order to submit your application.

19. Click the Validate button at the bottom of the screen to run a check whether all mandatory
questions have been answered.

Once the validation is complete:

20. Ifyou only have drafter rights, click the Save button at the bottom of the screen. Ask a
person in your organisation that has submitter rights to verify the application and submit.

If you do not have the submitter role, there will be no Submit button at the bottom of your
screen.

21. Only someone with the submitter role can submit the application. Use the Submit button at
the bottom of the screen.

22. We will only process your application once we have received payment. When you submit
the application, an invoice will be automatically generated and will be visible if you have the
financial role. Please note, 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 September 2016
with the Regulatory
Guidance Team
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