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Introduction

Applications for Good Manufacturing Practice (GMP) Clearance need to be submitted through the
TGA Business services (TBS) portal.

Before applying, you should understand your Sponsor responsibilities and familiarise yourself with the
GMP requirements for the particular category of medicine you intend to supply to Australia. The
following resources are available to assist you:

e the guide on How to obtain GMP Clearance through inspection reliance

e TGA Code Tables — User guide to manufacturing steps and validation

o Australian Requlatory Guidelines for Prescription Medicines (ARGPM)

— Additional guidance is available on which steps of manufacture require evidence of GMP
compliance for prescription medicines

o Australian Requlatory Guidelines for Over the counter (OTC) Medicines (ARGOM)

e Australian Reqgulatory Guidelines for Listed Medicines and Registered Complementary Medicines

(ARGCM)

Accessing TGA Business Services

You need to be a TGA client to access TGA Business Services in order to submit an application. Only
Australian sponsors or agents acting on behalf of an Australian sponsor can submit GMP Clearance
applications.

Direct any queries related to TGA Business Services to ebs@health.gov.au.

For more information see getting started with the TGA.

Creating a new application

1. Go to TGA Business Services.

2. To limit issues with functionality, distortion or performance, check that the internet browser you
are using is compatible with the TGA Business Services system by selecting ‘Browser Support’
and following the provided guidance.

Therapeutic Goods Administration | Copyright | Privacy | Disclaimer | Security || Browser Support || www.australia.qov.au |

For further information contact the eBS Help Lines, eBS@health.qov.au

Make sure that your browser allows pop-up windows, or you will be unable to see
the dialog boxes and complete the form.
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3. Select ‘Log in to Business Services'.

F

Report a Therapeutic Product Problem
Public TGA Information

eBS Access Forms

Latest News

Secure Email

Login to Business Services

Before you create your GMP Clearance application, ensure you have read the
required information contained in this guidance and have used the GMP Clearance
Application Assistance Tool (CAAT).

4. Onthe homepage, select ‘Applications’ and from the dropdown menu under the ‘Manufacturers’
heading, select ‘Clearance Application’.

(& Applications ~ I E Documents ~ & Your TGA ~

Annual Charge Exemption Biologicals Listed Medicine
Notification and Declaration Biological Application General Listing
Manufacturers Submission Composite Pack
Certification Application Medical Device Code Stock
[Clearance Application | DeviceroTG Application Medicine Kit
Declarafion Class lII/AIMD Variation Change Multiple Current
Licence Application Class 1-3 In-house IVD Listings
Prescription Medicine MNotification Listed r.dedicine Label
Pre-Submission Manufacturer Evidence Checklist
single Medicine Application ~ Conformity Assessment Submission
Composite Pack Application VD Variation Weicome Fage
Submission Reguest Change Regulatory Actions
GMDN Help Sponsor Canceliation
Medical Device Incident
Reparnting

You will be taken to the ‘Clearance Application’ page which contains the application details section
with the following tabs:

e Client Details

e API/Product Details
» Evidence

+ Fees and payments

e Declaration

API/Product Deta Evidence Fees and Payments Declaration

Applicant
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Throughout the e-form tabs, there are mandatory fields notated by a red asterisk *
that need to be completed to progress your application.

There are also help icons notated by a yellow question mark @ available to
assist you in preparing and submitting the application.

You will be requested to save your progress at various stages prior to continuing.

Completing Application Details

5. Under ‘Application Details’, you may wish to include your own reference description in the
‘Applicant’s Own Ref’ text box to assist you in identifying your GMP Clearance applications.
This is a free text field.

Application Details

IAppIicant's Own Ref:l | ‘

Status: Draft
Tracking Number:

* Application Type: |

6. Select the ‘Application Type’ from the drop down list:
- MRA
— TGA GMP Certificate
— CV - Non-Sterile API
— CV - Non-Sterile Finished Product
— CV - Sterile / Biotech API
— CV - Sterile / Biotech Finished Product
— CV - Contract Testing Laboratory

— CV - Contract Steriliser

* Application Type

MREA

TGA GMP Certificate
CV - Non-Stenle API
CV - Hon-Sterile Finished Product

CV - Stenile / Biotech API

CV - Stenle / Biotech Finished Product
CV - Contract Testing Laboratory

CV - Contract Steriliser

Client Details [ Evidence || AP

Applicant Name

Client |d

This selection will determine the subsequent information required for the application.

Important — It is crucial you select the correct application type to avoid
unnecessary delays with your application. We use the information you enter to
assist us in processing your applications and an incorrect will delay your
application.
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Additionally, once the application is submitted, the application type cannot be
changed. A new application may be required if an incorrect selection is made.

We urge all applicants to refer to the guide on How to obtain GMP clearance
through inspection reliance and use the GMP Clearance Application Assistance
Tool (CAAT) for assistance in identifying your application type prior to submitting
a GMP Clearance application.

7. Once you have selected the application type from the drop down list, you will be asked to confirm
your selection. Select ‘OK’ to proceed or select ‘Cancel’ to go back and change the application

type.

rj

Message from webpage 24

| Are you sure you have selected the correct Application Type? Once
e submitted the application type cannot be changed, a new application
will need to be submitted. Select OK to acknowledge & proceed or
| Cancel to cancel & change

Completing Client Details tab

In the client details tab, whether you are a sponsor or an agent acting on behalf of a sponsor will
determine the required information to be entered.

Some applicant and sponsor information will be pre-populated based on the Client ID you have
logged in with. This information is based on the registered client details held by TGA.

If you wish to amend (add or remove) contacts, ask your organisation’s nominated
TGA Business Services administrator to update these details.

Refer to TGA Business Services — Questions and answers for administrators or
contact ebs@health.gov.au for assistance.

Sponsor

8. If you are the sponsor, you will need to select the address from the drop down menu in both the
applicant and sponsor sections and proceed to instruction 12.

Agent acting on behalf of a sponsor

9. Ifyou are an agent lodging an application on behalf of a sponsor, you will need to choose who
will be invoiced using the radio buttons.

— Select ‘Applicant’ if you (the agent) is to be invoiced for the GMP Clearance

— Select ‘Sponsor’ if the sponsor is to be invoiced for the GMP Clearance
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Sponsor Name

Who will e invoiced for this clearance™ @ appican () Sponsor

Client D
= Address }_r;
Subwt State

Fostcode: Country

10. You will then need to choose who should be contacted if we need further information in relation
to this GMP Clearance using the radio buttons.

— Select ‘Applicant’ if you (the agent) is to be contacted about the GMP Clearance

— Select ‘Sponsor’ if the sponsor is to be contacted about the GMP Clearance

Contact O

Who to contact for further informations () Appiic and & Sponsor

* Contact Name . ]

* FPhone Fa:
M

*  Email

11. Select the ‘Contact Name’ from the drop down list. The subsequent mandatory information will
automatically populate based on the selection made.

* Contact Name: |
* Phone: Fax:

M obile:

* Email:

Note: If the contact is not displayed on the drop down list, your company’s TGA Business Services
administrator can update these details. Refer to TGA Business Services — Questions and answers for
administrators or contact ebs@health.gov.au for assistance.

Selecting the manufacturer name and manufacturing site
address

12. Select ‘Search’ to open the manufacturer information system’s search dialog box.

@ Existing Manufacturer

Search

* Manufacturer Name: -~ -’/

Hew Manufacturer
Manufacturer 1D:

Important — Ensure you have thoroughly searched the TGA database for the
manufacturer’'s name and address before you select New Manufacturer. Duplicate
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entries created can result in extended delays to application processing times and
may require significant updates to your ARTG entry.

If you are unsure whether the manufacturer you intend to use is available in the
TGA database, please contact us prior to proceeding with your application.

13. Inthe search box, enter a search string by typing the name of the manufacturer you wish to
obtain GMP Clearance for and select ‘Search’.

Please enter a search string
I Search I

- Keywords including AMD and OR may be used to refine your search.
- Use * {wildcard) when searching on incomplete words.

14. If the manufacturer’'s name is already registered with the TGA, it will appear in the list for
selection. Click on the manufacturer and select ‘OK".

| Number of entry found : 1 |

apco Limited

Ele==

15. If the manufacturer selected has only one manufacturing site registered with the TGA, the
existing manufacturing site information will automatically populate. Alternatively select the
‘Manufacturing Site’ from the drop down menu.

Existing Manufacturing Site:
* Manufacturing Site: [ - |

M anufacturer Site 10:

Suburb: State:

Postcode: Country:

16. If your manufacturer and manufacturing site are already registered with the TGA, proceed to
Selecting your scope.

If the manufacturer name or the manufacturing site required is not already
registered with the TGA you will have to register the manufacturing site prior to
proceeding with the application.
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17. If you need to request a new manufacturer and/or manufacturing site, save your application, then
select ‘New Manufacturer’.

ISR Tl AT i RIS

Seaich

& Maregac e Name ——

Hew Manufacturer |

W anurac furer 1D

Important — Ensure you have thoroughly searched the TGA database for the
manufacturer’'s name and address before you select New Manufacturer. Duplicate
entries created can result in extended delays to application processing times and
may require significant updates to your ARTG entry.

If you are unsure whether the manufacturer you intend to use is available in the
TGA database, please contact us prior to proceeding with your application.

18. Enter all the required information about the manufacturer or site address and upload at least one
piece of evidence to support the request, then select ‘Send’.

Raguest for entry of 8 new manufscturer on the TGA Clisnt databaae
T arei rsa, rrnatarbive SecumEl Dy wiE b a6rd i B COrperals minagerend sred 71 04 Sr weny o
TN AATLESY P 30 BOTREIS DO i T TGA et nriabans The STA018d o SLPDOTRY mvane wl ba wan
17 B FA0F UV 368 ALY W ST SOTRARTIEVE SNOTUGE A s Sru] sl £ s 13 R reacher By ras 38
sty oroer
T tucrseal s o TELLL
Cormat | et
[
b mmn L b
e~
e e kb
Conairy i v
Phoses ariach documanetion orsrasg e o $05 300re s oolads 8 sepport Pe adm i o U bo fres
w4pariie Bfiahriasts g an o4 ackied i P horm Bt ary S6e & mancaony
rrans
Hians
Yo monetackinr ectince rebhiston & Ereed 52 5 6ral Os0s your rew manufacieer Fas bogt sntored imig tha TEA
B B e e
na¥Eahor
I e t Cascal || Prre |

Once TGA Business Services have registered the manufacturer or site address, you will be notified
and may proceed with the application.

Typically, a new registration is complete within 1-2 business days from the date of request. If you
have questions regarding the status of the registration of the manufacturer or site address, please
contact ebs@health.gov.au for assistance.
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Selecting your scope

Selecting the correct scope of your application is one of the key steps in submitting GMP Clearance
applications. When preparing GMP Clearance applications, it is the responsibility of the sponsor to
select the scope that accurately reflects the dosage forms and/or manufacturing steps performed by
the overseas manufacturer. You should take specific care to ensure that your selected scope is fully
supported by the evidence provided. Incorrect selections here may lead to issues with your product
registration or listing activities.

Information on dosage forms and manufacturing steps is available in the TGA code tables (TGA
Business Services > Public TGA Information > Code Tables).

If you are unsure whether the manufacturing step(s) require GMP Clearance or
align with the registration or listing requirements, please contact the relevant
product regulatory area prior to submitting the application.

You may not be contacted prior to finalising the application and GMP Clearances
will be issued for the scope that is supported by the evidence provided.

If the selections you made result in validation issues with the regulatory submission
system, you may be required to submit a variation application and pay the relevant
fees.

Completing API/Product Details tab

In the API/Product Details tab, whether you select ‘API’ (Active Pharmaceutical Ingredient) or
‘Product’ will determine the required information to be entered. Once chosen, you will then need to
enter the name of the specific substance or dosage forms along with the required steps of
manufacture performed at the manufacturing site.

You will need to submit separate applications for APl and finished product, even if
the same evidence is applicable to both.

19. Select if the application scope is for ‘API’ or ‘Product’ by selecting the radio button.

[Chent Getads | Ewdence || APUFrmat Delails | Foes ond Payments. |

Athaugh detais may e enened DAl and Be Prosdects, OHLY he delails on Me S oneen Dal (s open al he ima of Submiling he
apphcaton will be Submifled and recerssd B processing Thisrelom, you are reguined 1o submil Separdde appicalions I you wish o
apply for an AP as wall as & Prodoct

Errsune hal e AP [ Prodect delais (dosage ioom, manufbeiing sep. eic) selecied below ae suppored by e evitence provded
wifh the apphcation and akgn wih he detalls melalked o e product repisrabon /£ sng Comact e Apom ik egulakory area i you

® AP ) Product

API scope

20. If the application is for API, select ‘API’ and then select the type of APIs you intend to obtain
GMP Clearance for.

— Select ‘Sterile/Biotech’ if all the APIs in your application are sterile or biotech substances

— Select ‘Non-Sterile’ if all the APIs in your application are non-sterile substances
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— Select ‘Sterile/Biotech & Non-Sterile’ if the APIs in your application are a combination of
both types of substances

o O

21. Select ‘Add’.

Manufacturing Steps

22. You cannot enter the ingredient name directly. Instead, select ‘Search’ to open a search box of
the ingredients database.

23. Enter the name or partial name of the substance in the Ingredient Search Dialog box and select
‘Search’.

24. If the ingredient name is already registered with the TGA, it will appear in the list for selection.
Click on the required ingredient and select ‘OK’.

GMP Clearance: Application and Submission User Guide
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If the required APIs are already registered with the TGA, proceed to instruction 26.

If any of the APl names are not already registered with the TGA and your search
returns zero results, information about how to register an ingredient name will be
displayed and you will have to manually enter the name of the API to proceed with
the GMP Clearance application (instruction 25).

For cell bank manufacturing activities, the name of specific cell lines are not
required to be entered in your application and the APl hame may be entered
manually as ‘cell bank’.

25. Enter the name of the APl in the field labelled ‘Enter New Ingredient Name’ and select ‘OK’.

@ Enter Ingredient Name:
blasta Search |

Keywords including AND and OR may be used to refine your search.
- Llse * (wildcard) when searching on incomplste words.

e —

|Nunl)erofen|r|rfotl1|:| 0 |

26. Select the appropriate ‘Manufacturing Step’ from the drop down menu and click save entry.

*ARName: Search | |para-Cym ene ]
[EDROL RN ey ;,"’.“:.h.""?_'i‘;_"?_'?f.’.‘?.’.i'.'?.'?!'.‘.“.’f‘?'_':.“!:"_‘? =t

ABO Group and Rh -~

Ar_‘nw: r\-'l.arrrml Ma:l'-u!.‘lr_‘l:urt exduding Microbiolo:,,

|Ant-D Quant @thon

To see the entire list of possible manufacturing steps, go to the ‘Manufacturing Steps’ code table
(TGA Business Services > Public TGA Information > Code Tables). Also, you may refer to GMP
Clearance Code tables guidance for information regarding the specific manufacturing steps,
definitions and which systems they validate.

27. Repeat instructions 20-26 as required to continue adding APIs and/or manufacturing steps to
your application.
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Fini
28. |

shed Product Scope

f the application is for finished product, select ‘Product’ and then select ‘Add’.

I O APl ® Product

Product Details
Manufacturer Types  Sterility Manufacturing Class Dosage Form Product Code Manufacturing Steps

29. |

n the dialog box, make the required selections from the drop down menu for the following

manufacturing items:

Manufacturing Type — Generally the selection here would be Medicine Manufacturer or
Testing Laboratory

Sterility — Select the sterility of the product
Manufacturing Class — Select either multiple or single manufacturing steps or products

Dosage Form — Ensure when selecting group terms, all the dosage forms contained within

the group are supported by the evidence you submit. To see the entire list of possible dosage

forms, go to the ‘Dosage Form Group’ Code Tables.

Product Code — Generally the selection here would be Listed or Registered Therapeutic
Good

Manufacturing step - Ensure when selecting group terms, all steps of manufacture

contained within the group are supported by the evidence you submit. To see the entire list of

possible manufacturing steps, go to the ‘Manufacturing Steps’ Code Tables and GMP
Clearance code tables guidance.

#* Manufacturing Type: Medicine manufacture -
# Sterility: Sterile -
#* Manufacturing Class: Multipl= manufacturing steps/Multiple products -
* Dosage Form: Injection. powder for -
* Product Code: Registered Therapeutic Sood -
* Manufacturing Step: Finished Product Manufacturer - Excluding Releas:|

Cle==

30. Once you have chosen from every drop down menu, select ‘Save Item’.

31. Repeat instructions 27 - 30 to continue adding dosage forms or manufacturing steps to your
application.
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Providing your evidence

In the Evidence tab, you need to answer some questions about the GMP Clearance prior to providing
the required evidence. The information you provide will allow us to process your applications
efficiently.

32. Inform us if the GMP Clearance application is related to a submission to list or register a
product or vary an existing ARTG entry.

— Selecting “Yes’ will require you to choose the submission type from the drop down menu
(mandatory) and submission number (if known)

| Client Details | API/Product Details i Evidence | Declaration |

* |5 this GMP Clearance application related to a product listing/registration submission @ ves () No
or Australian Register of Therapeutic Goods (ARTG) entry?

* Submission Type
Prescrption Medicine - Cat 1
Product submission number: Prescription Medicine - Cat 2
Prescription Medicine - Cat 3
* |5 this a Compliance Verfication Assessment? aTe I'I'lj:!dltll'le
: ; .
* |n the Evidence to be provided are you using a Letter of Access to Clearance or meg:::enlary Tecne
Evidence?

33. Choose whether the application is for the Compliance Verification pathway.
— Selecting ‘Yes’ will raise the Compliance Verification fee

— Selecting ‘No’ will not raise the fee

* |5 this a Compliance Verification Assessment? OYes U No

If you are unsure whether the CV fee should apply, refer to the fee table in How
much GMP Clearance costs in the guide on How to obtain GMP _Clearance through
inspection reliance.

Ensure your selection aligns with the application type selected in instruction 5 -
Completing Application Details.

If you have selected ‘No’ and during application receipt your application is
determined to be a CV, we will raise the fee and your application will not progress
until payment is received.

34. Choose whether you intend to use a Letter of Access (LoA) to Clearance or Evidence as part of
your evidence. If you select yes then you will need to provide the GMP Clearance number in
instruction 44 or instruction 45.

* |n the Evidence to be provided are you using a Letter of Access to Clearance or OYes OMo
Evidence?

GMP Clearance: Application and Submission User Guide
V1.1 May 2025 Page 16 of 46


https://www.tga.gov.au/how-we-regulate/manufacturing/manufacture-medicine/good-manufacturing-practice-gmp/overseas-manufacturers/how-obtain-gmp-clearance-through-inspection-reliance
https://www.tga.gov.au/how-we-regulate/manufacturing/manufacture-medicine/good-manufacturing-practice-gmp/overseas-manufacturers/how-obtain-gmp-clearance-through-inspection-reliance
https://www.tga.gov.au/how-we-regulate/manufacturing/manufacture-medicine/good-manufacturing-practice-gmp/overseas-manufacturers/how-obtain-gmp-clearance-through-inspection-reliance

Therapeutic Goods Administration

Choosing your evidence and delivery method

35. Save your application before proceeding.

TG ebusiness Clearance Application

Services

Close Validate View Entire App | Delete Subymit Home

You will be required to select a delivery method for each piece of evidence you provide.

Based on the Application Type selected, this section will display:

e For MRA — Mandatory Certificate or Letters and Optional Evidence

e For CV — Mandatory Certificate or Letters, Mandatory Evidence and Optional Evidence

Ensure you have read the guide on How to obtain GMP Clearance through
inspection reliance regarding identifying the appropriate GMP Clearance
pathway and identifying what documentation is required prior to proceeding.

Mandatory certificates or letters

36. Inthe mandatory certificates or letters section, select whether you intend to provide a current
GMP certificate or a Letter of Access (to clearance or evidence).

Mandatorv Certificates or | ptters:

1 Current GMP Certificate

18 Letter of Access to Clearance

|Select delivery method W

19 Letter of Access to Evidence

Letters of Access - If you choose to use a letter of access, you must upload the
letter here and select the equivalent delivery method in the mandatory evidence
section for the evidence to be covered by the LoA.

US FDA evidence - If you are using US FDA evidence, you must select TGA to
obtain GMP certificate as your delivery method. Do not provide the cover letter
from the US FDA EIR.

Health Canada evidence — For CV applications, if you are using Health Canada
Exit Notice as evidence, you must select TGA to obtain GMP certificate as your
delivery method and provide the exit notice as the inspection report.

When TGA to obtain GMP certificate is selected, a liaison fee will be automatically
added to GMP Clearance application fee. This will avoid additional fees needing to
be raised during application receipt.
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37. Select the required delivery method from the drop down menu.

Mandatory Certificates or Letters:

Select delivery method

TGA to obtain GMP Certificate
Upload Evidence
Manufacturer to Provide
LOA to Clearance
LOA to Evidence
Submit Paper Copy

| 1 Current GMP Certificate v|

Delivery methods

There are multiple delivery methods available depending on each type of evidence. Additional
information specific to the delivery method chosen will be required once selected. These are:

e TGA to obtain GMP certificate

e Manufacturer to provide

e  Submit paper copy

e Upload evidence

e LOA to clearance

e LoOA to evidence

TGA to obtain GMP certificate

38. If you have selected this delivery method, in the resulting dialog box select:
— the regulatory authority the TGA are to liaise with from the drop down menu

— the inspection date of the GMP Certificate required

TGA to obtain GMP Certificate

Please note, by choosing this cption a fee for obtaining evidance from an overseas regulatory autherity will be charged

* Select who TGA to liaise with: |

* Enter the Last Inspection Date: l:l & dd/mmiyyyy

| (o] 4 | | Cancel |

For MRA applications, we can only liaise for GMP certificates with regulatory
authorities with whom we have a MRA or equivalent agreement with.

For CV applications, if you are submitting evidence from a US FDA inspection you
must select TGA to obtain GMP certificate to ask TGA to confirm the current GMP
compliance status from the US FDA COMSTAT database. If you are using Health

Canada Exit Notice as evidence, you must select TGA to obtain GMP certificate

as your delivery method and provide the exit notice as the inspection report.

You may receive alerts if the inspection date is 23 years old identifying that the
GMP Clearance may:
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e resultin a short expiry date (if issued)

OR

e not be issued if the evidence is > 3 years from date of inspection.

Manufacturer to provide

39. If you have selected this delivery method, in the resulting dialog box select the expected date the
evidence will be provided to us. The delivery date cannot be earlier than the GMP application

submission date and should not be later than one month past the date you submit the
application.

Manufacturer to provide

When submitting evidence directly to TGA. email GMPclearance@tga.gov.au and quote the GMP clearance application tracking
number. Please ensure the manufacturer supplies this evidence as soon as possible. If evidence is not provided by the time TGA

review the application, a GMP Clearance may not be issued

* Enter expected delivery date: l:l & ddimmiyyyy

| QK | | Cancel

Please note the maximum file size we can receive via email is 20MB. For large
files, please consider submitting via GovTeams.

You should liaise with your manufacturer to ensure the date selected is
achievable prior to submitting your GMP Clearance application.

Evidence should be provided no later than 1 month from the submission of
the GMP Clearance application.

If we have not received the evidence by the time we perform application receipt,
your application will progress to evaluation as incomplete. This will result in
extended processing times and your GMP Clearance may not be issued. Sponsor
should check status of the application around the expected delivery date of
evidence and contact their manufacturers in the first instance to ensure the required
evidence has been provided.

Submit paper copy

40. If you have selected this delivery method, in the resulting dialog box select the expected date the
evidence will be delivered to TGA.

Submit paper copy

TGA prefers to receive electronic copies of documents. If you are posting evidence directly to TGA, address it to PO Box 100,
Woden, ACT 2606 and guote the GMP clearance application tracking number. Please ensure this evidence is supplied as soon as
possible. If evidence is not provided by the time TGA review the application, a GMP Clearance may not be issued

* Enter expected delivery date: l:l & ddimmiyyyy

| oK || cancel
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We prefer to receive electronic copies of documents. A file size of 100MB is
available and files may be zipped. Paper copies are accepted if they cannot be
submitted electronically.

You should liaise with your manufacturer to ensure that the date selected is
achievable prior to submitting your GMP Clearance application.

Evidence should be provided no later than 1 month from the submission of
the GMP Clearance application.

If we have not received the evidence by the time we perform application receipt,
your application will progress to evaluation as incomplete. This will result in
extended processing times and your GMP Clearance may not be issued.

Upload evidence

41. If you have selected this delivery method, in the resulting dialog box select ‘Browse’ and select
the file to upload.

Important: Ensure the document has the correct naming convention.

42. When uploading GMP certificates or inspection reports, you will also need to enter the inspection
date relevant to the evidence provided.

You may receive alerts if the inspection date is 23 years old identifying that the
GMP Clearance may:

e resultin a short expiry date (if issued)

OR

e not be issued if the evidence is > 3years from date of inspection.

Upload Evidence

3d please provide a single Zip Hle. Maximum file 2ize allowable 5 100 Mega

& Select file{s) to upload |[ Browse.. |
* Enter the Last Inspection Date 1 551 ddimmiyyyy
0K Cancel

The maximum file size is 100MB per piece of evidence. If supplying multiple
documents in response to a single item of evidence (for example a SMF and
separate appendices) please provide a single zip file.
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43. If the document does not have the correct naming convention, an error message will be
displayed. Update the document name as per the naming convention and upload it again.

I ™
Message from webpage 29

- Upload file name does not conform to agreed format.
lx Please refer Help for instructions,

—

Letter of access to clearance

44. If you have selected this delivery method, in the resulting dialog box enter a valid GMP
Clearance tracking number.

Letter of Access to Clearance

Enter a walid GMP cleamnce Iracking number A waliad GMP Clearance tacking number i a GMP
Clesamance rac king numbss whic b is corently under resew or has besn approved by TGA Mo e pl e
C IESArArG &% Can e ac Ces Sen

= Enter a valld GMP trac king number. | |
(up to 25 c harac lers)

Ok Cancol

To avoid unnecessary delays and unforeseen outcomes that may impact your
regulatory submissions, we strongly recommend you to only use LoA to clearance
to access already issued GMP Clearances. Prior to submission, check with the
owner of the parent clearance for the outcome of evaluation.

Letter of access to evidence

45. If you have selected this delivery method, in the resulting dialog box enter a valid GMP
Clearance tracking number that contains this piece of evidence you wish to access.

Letter of Access to Evidence

Enter a valid GMP clearance tracking number. A valid GMP Clearance tracking number is a GMP
Clearance trac king number which is cummently under review or has been approved by TGA. Mo expired

clearances can be accessed

* Enter a valid GMP trac King number:
{up to 25 c haracters)

| oK || Cancel |

If choosing either letter of access delivery methods, the letter must be uploaded in
the Mandatory certificates or letters section.

A valid GMP Clearance tracking number is a GMP Clearance that is currently
under review or has been issued.
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Ensure you have read the relevant information in the guide on How to obtain GMP
Clearance through inspection reliance regarding Letters of Access.

Mandatory evidence

46. If you are submitting a Compliance Verification application, there is a Mandatory Evidence
section.

Identify the evidence that is required for your application type:

— Select N/A for the evidence that is not required and

— Check the box next to the evidence that is required

If you or your manufacturer do not provide all required evidence, you will
experience significant delays in processing times and your GMP Clearance may
not be issued.

* LINA 2 Most recent inspection report |89lect delivery method V| (%]
* CINIA 3 Regulatory Inspactions list [Select delivery method v| €3
* LIN/A 4 Regulatory Actions Details [Select delivery method V| €3
* [IN/A 5 Site Master File / Quality Manual or equivalent | [Select delivery method V| €3
* LINA  [¥]6 GMP / Quality / Technical Agreement or [Select delivery method v| €3
equivalent
* LIN/A 7 List of products intended for supply in Australia| [Select delivery method V| €3
* CINIA 8 Release for supply procedure [Select delivery method v| €3
* MINA - [9 Validation Master Plan Seleci delivery method v &
* MIN/A - []10 Latest Product Quality Review Select delivery method V| @
# [VIN/A []11 Authorised laboratory tests Select delivery method v @

47. For each piece of evidence, choose the delivery method and complete the dialog box that
appears.

* [IN/A [¥] 2 Most recent inspection report |Manufacturer to provde V| (]

48. To update the information that you previously entered into a dialog box (for example the
delivery date of evidence), click once on the dropdown list and the dialog box will be displayed
again to update.

» LInia [v12 Most recent inspection report

49. To change the type of delivery method selected (for example to change from Post paper
version to Upload Evidence), click and hold the drop down menu and select the new delivery
method and complete the required information in the resulting dialog box.
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Upload Evidence
Manufacturer to Provide
LOA to Clearance then scroll to
LOA to Evidence your delivery

Submit Paper Copy method

Click & Hold

* CINA 2 Most recent inspection report

* CIN/A 3 Regulatory Inspactions list

* CINA 4 Regulatory Actions Details

Optional evidence

50. If you wish to supply additional evidence, select the relevant check box in the Optional Evidence
section and select the delivery methods as per instructions 37-45.

Optional Evidence:

L1142 Manufacturers declaration for Active Pharmaceutical bd et W
Ingredients (AFIs)

[]113 Centified transiation statement { ey ethod

14 Copy of the certificate of registration or a letter from the I dedvery method W
registrar in the manufacturer's country confirming the change of name

[]15 Cover letter detailing extension request & reason Jednsery fihnd W
[ 116 Cover letter requesting change { e { ~

[117 Botanical ingredients evdence for authenticated standard I o Bina thod W
reference matenals

] oaher 1 e et e

Submitting your complete application and paying
fees

Fees and Payments tab

51. You will be able to view the itemised fee in addition the total amount before you submit your
application.

[ Cileni Deftaits | Evidence | ARIPTOOOCT DEals | Fees and Fayments [ Decisamon |

The Tes 1o submi this Claarance Application s
P EHarancd AppIication processing fee §
Ontaining evidantca from an ocvVersess requlatory auihonty fae §
Comphance wvilicabon fee: §

Fine LS

Paymeant Typa:

Please note any applicable fees not selected during the submission of your
application will be raised during application receipt and will result in delays to
processing times.

Declaration tab

52. You will need to complete the Declaration tab before you can submit your application by ticking
the ‘Agree’ box. You can then proceed to validating and submitting your application.
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By clicking on the Agree button below, | AGREE with all of the above statements.

I [ClAgree I

Validating your application

53. Once you have entered all the required information, you will need to validate your application
before submission. Select ‘Validate’'.

TG ebusiness Clearance Application

Services

Sava ) Cloan Irwlrmlr.ﬂp-p_J I.'Iol-.'lnl:'._! Submit || Hoeme |

54. If there are areas of the form that have incomplete or incorrect information, an error message will
show you what needs to be rectified (example errors below). You will need to address the
validation issue before you can proceed.

Validation failure

Please complete all entries in Mandatory Evidence section.

You must specify at least one APT entry.
Please complete declaration section.

===

55. Once your application has validated, you will receive the message below.

i B
Message from webpage E

l;\ Your application has been validated suceessfully.

QK

Submitting your application

56. Once all validation issues are resolved, you are ready to submit the application. Select ‘Submit’.

Services

Save J Close J Validate J View ElrtireApp) Delete Home J

TG eBusiness Clearance Application
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Paying your application fee

57. After submitting your application, the following screen will appear, notifying you of the fees to be

charged. Select ‘continue’ to proceed.

The fee to submit this Clearance Application is:
Application Fee: $ox
Liaison Fee: $o0

By selecting the Continue button your Clearance Application will be

Cancal )

submitted to the TGA

Your invoice will be available on the next screen for printing

If you do not wish to continue submitting this application select Cancel to return to your application form

58. You will receive the following natification of a successful submission:

‘four Chiarance Apolication
M 0ATCL-
had b bt caislully subsmied b the TOA

Piease sabc] Home b et 12 e aBS spondor portal

Than iy for Ibmising your BRpiNTen. Should this Bppianion 0w 3 e, B oy o T vose will D el 12 IU 05 B0 the DG conatl Plaml tontact TOA Accouety if you hliel et O Dy enguned

59. The invoice (along with payment instructions) will be emailed to the billing contact. Please direct
any queries in relation to invoicing of GMP Clearances to accountsrec@health.gov.au.
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Health Canada extra-jurisdictional inspection
evidence

When preparing GMP Clearance applications via the CV pathway using Health Canada extra-
jurisdictional evidence, the following steps are only applicable for:

e Active Pharmaceutical Ingredient (API) manufacturers
e Contract testing laboratories
e Contract sterilisers

Create and complete the details for your application as per Steps 1 through to 32. However, when
providing your evidence, see the following steps.

Providing your evidence
In the Evidence tab:

60. Select ‘No’ to whether the application is for the Compliance Verification pathway.

* |s this a Compliance Verification Assessment?

61. Choose whether you intend to use a Letter of Access (LoA) to Clearance or Evidence as part of
your evidence. If you select yes then you will need to provide the GMP Clearance number in
instruction 44 or instruction 45.

* |n the Evidence to be provided are you using a Letter of Access to Clearance or

Evidence?

Mandatory certificates or letters

62. Under ‘Mandatory certificates or letters’, select ‘1 Current GMP Certificate’ and the delivery
method ‘TGA to obtain GMP Certificate’ from the dropdown menu.

Mandatory Certificates or Letters:

Select delivery method

TGA to obtain GMP Certificate
Upload Evidence
Manufacturer to Provide

LOA to Clearance
LOA to Evidence
Submit Paper Copy

|1 Current GMP Certificate V|

63. In the resulting dialog box:

— Select ‘Health Canada’ as the regulatory authority TGA are to liaise with from the drop-down
menu

— Provide the Interview start date of the inspection which can be found on the Exit Notice
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TGA to obtain GMP Certificate

Pleasze note, by choosing this option a fee for obtaining evidence from an overseas regulatory authority will be charged

* Select who TGA to liaise with: [ Canada - Health Canada - manufacturer within Canada anly v|

* Enter the Last Inspection Date: l:l & dd/mmiyyyy

( oK [ cancel

You may receive alerts if the date entered is 23 years old identifying that the GMP
Clearance may:

e resultin a short expiry date (if issued)
OR

* not be issued if the evidence is > 3years from date of inspection.

Mandatory evidence

64. Under ‘Mandatory Evidence’, identify the evidence that is required for your application scope and:

Check the box next to the evidence that is required

Select N/A for the evidence that is not required

* | INJA 2 Most recent inspection report Select delivery method v| €3
* Kl NJA 3 Regulatory Inspections list Select delivery method  + ]
* Ll N/A 4 Regulatory Actions Details Select delivery method v V]
* ENA & Site Master File / Quality Manual or equivalent Select delivery method + o
* | N/A 6 GMP / Quality / Technical Agreement or equivalent | Select delivery method v| €3
* Cd N/A 7 List of products intendad for supply in Australia Select delivery method v /]
* L N/A 8 Release for supply procedurs Select delivery method v &
* ENA 9 Validation Master Plan Select delivery method v| &
* | IN/A 10 Latest Product Quality Review Select delivery method v| €9
* Ll N/A 11 Authorised laboratory tests Select delivery method v &
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Evidence Required evidence Non-Sterile  Sterile or Contract
# API Biotech Testing
API Lab or
Steriliser
2 Inspection Exit Notice e vy vy
6 GMP agreement or equivalent (D (D vy
Latest Product Quality Review
10 (POR) (D "4 X
12 API declaration* e vy x

* An API declaration is required when the substances in your application were not specifically

covered as part of the most recent inspection.

v = Required

x = Not Required

(D = Not required unless requested

65. For each piece of evidence, choose the delivery method and complete the dialog box that

appears.

Optional evidence

66. Under ‘Optional Evidence’, check the box for '12 Manufacturer’s declaration for Active

Pharmaceutical Ingredients (APIs)’ and select the delivery method.

12 Manufacturer's declaration for Active Pharmaceutical
Ingredients (APIls)

I|Se|ec1 delivery method V|I (%]
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Maintaining your active GMP Clearance

Creating a variation application

1. Loginto TGA Business Services.

2. Onthe homepage select ‘“Your TGA’ and from the dropdown select ‘Manufacturer Information’

I:,,..:F'b Applications - E Documents - a Your TGA -

Current ARTG Entnies

& Welcome

Consumer Medicine and Product Information

Class 1-3 In-house VD Matifications

What would you like to do to

3. You will be redirected to a list of all your GMP Clearances and licences. Enter ‘CL’ as a filter on
‘identifier’ and select ‘Go’. This will display a list of your active GMP Clearances.

Manufacturer Information

Approval Area: |A|| Approval Areas V|

Manufacturer: |A|| Manufacturers V|

Filter on: ||dentiﬁer| Vlfor CL I >'<|
Approved = Identifier Site Address Received Expiry Date

= () 2018-08-28 MI-2013-CL- 2016-D6-28  2016-12-14

@ @ 20180628  MI-2016-CL- 2016-05-31  2017-10-02

g () 2016-06-14 MI-2016-CL- 2016-05-10 2018-08-17

4. Select the existing GMP Clearance you wish to vary.

Manufacturer Information

Approval Area: |A|| Approval Areas V|
Manufacturer: |A|| Manufacturers V|
Filter on: ||dentiﬁer V| for |CL ><| E

= Identifier Site Address Received Expiry Date
B ¢ 2016-06-29 MI-2013-CL- 2016-05-28 2016-12-14
B @ 2018-08-28 MI-2015-CL- 2016-05-31 20171002
= () 2016-06-14 MI-2016-CL- 2016-05-10 2018-08-17

5. Select ‘Vary Application’ from the menu bar at the top of your GMP Clearance.

eHusiness Clearance
Services

Close || View Entire App Vary Application || Home

6. Select one of the three variation types:

— Change Clearance Details

— Change Clearance Status

— Renewals
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We recommend that for any variation application where multiple changes are
required, you provide a cover letter outlining these changes.

For example, where you wish to renew your GMP Clearance application in addition
to updating the contact details and manufacturers name or address.

Change clearance details - Scope, applicant or
manufacturer changes

7. Select ‘Change Clearance Details’

WVanation Type * Changs Clearanc e Detalls () Change Cleamance Status L) Renewals

8. Inthe client details tab, for Variation Requests select the change(s) you wish to make to your
GMP Clearance from the following options:

— Change to Manufacturer details — Administrative: A change to manufacturer name or a minor
change to the manufacturer's address with no physical change to the manufacturing site
(rezoning, amending a postcode etc.)

§ If part of the site is being divested, please contact GMPclearance @health.gov.au prior to
submitting your application.

—  Change to Manufacturer details — Physical: A change to the manufacturer’s address (adding
a building, plot or unit or the relocation of a site to a different address)

— Change of Sponsor or Applicant details: A change to the applicant or sponsor contact details
(e.g. the nominated contact has left the organisation)

— Change of scope: An increase / change or a reduction to the scope (dosage forms,
manufacturing steps, etc.).

Please refer to the guide on How to obtain GMP Clearance through inspection reliance for more
information about evidence requirements for these types of changes.

Change to manufacturer details - Administrative

9. Inclient details tab select ‘Change to manufacturer details —administrative’.

Client Details I API/Product Details l Evidence l Conditions l Fees and Payments l Declaration |

I Change to manufacturer details - administrativel

|| Change to manufacturer details - physical
[] Change of Sponsor or Applicant details
[ Change of scope

* Select application type: |CV - Contract Testing Laboratory [v|

*2 Variation Requests:

The manufacturer’s information from your existing clearance will be pre-populated in the Manufacturer
Details section.
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L2 Manufacturer Details
Current Manufacturer Name:

Current Manufacturer ID: 00000

Current Manufacturer Site Details: ABCD Road, Ireland

Current Manufacturer Site |1D: 00001

The manufacturing site selected in your existing application will be pre-populated. If the minor update
to the site address has already been registered with TGA, it will automatically be updated in your
application.

* Manufacturer Site Details: | w
Manufacturer Site 1D:
Suburb: State:

Postcode: Country:

10. If you are updating the manufacturer name or address, select ‘Search’ to perform a search of the
TGA database to discover whether the required update has already been registered by another
sponsor.

* Manufacturer Name:

Hew Manufacturer
Manufacturer 10-

* Manufacturer Site Details:
Manufacturer Site 1D:
Suburh: State:

Postcode: Country:

In the search box, enter a search string by typing the updated name of the manufacturer and select
‘Search’.

Please enter a search string
I Search I

- Keywords including AMD and OR may be used to refine your search.
- Use * (wildcard) when searching on incomplete words.
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If the manufacturer’'s updated name is already registered with the TGA, it will appear in the list for
selection. Click on the manufacturer and select ‘OK’.

| Number of entry found : 1

aeco Limited

[CkjCance]

11. If the manufacturer name or address has not been updated by another sponsor, select the
existing site address and request the update to be applied by providing a cover letter in the
optional evidence section.

12. Proceed to the Evidence tab where the optional evidence is displayed. Select the evidence you
will provide to support the update being applied to your GMP Clearance:

13. Select the delivery method for the evidence.
14. Complete the declaration tab.

15. Validate then Submit your variation application.

The Manufacturing Quality Branch will update the client database (manufacturer name/address) if the
evidence supports the change.

Change to manufacturer details — Physical

16. In client details tab, select ‘Change to manufacturer details — physical’.

Client Details IAPImeductDeI:ails l Evidence l Conditions I Fees and Payments l Declaration ||

*“2) \sariation Requests: I Change to manufacturer details - administrative
Change to manufacturer details - physical

LI Change of Sponsor or Applicant details

[]Change of scope
* Select application type: [CV - Contract Testing Laboratory |v|

If your change is to add a building, plot or unit to an existing site, you can
request the update to be applied by selecting the existing site address and provide
the evidence to support this change when completing the evidence tab.

A physical change to manufacturer details will require the same documentary
evidence to be submitted and incur the same fees as submitting a new application.

17. Under manufacturer site details, open the drop down menu to your manufacturer to check
whether the new site has been registered with TGA previously. If the new address is in the drop
down menu, select it.
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Manufacturer 10:

* Manufacturer Site Details:

Manufacturer Site |D:

Suburb: State:

18. Otherwise, for the relocation of a site to a different address select ‘New Manufacturer’.

Search
* Manufacturer Name: e

Hew Manufacturer

Manufacturer [D:

Important — Ensure you have thoroughly searched the TGA database for the
manufacturer’s name and address before you select New Manufacturer. Duplicate
entries created can result in extended delays to application processing times and
may require significant updates to your ARTG entry.

If you are unsure whether the manufacturer you intend to use is available in the
TGA database, please contact us prior to proceeding with your application.

19. Enter all the required updated information about the manufacturing site address, upload a cover
letter that explains the request and select ‘Send’.

Requeast fTor entry of a new manutacturar on the TGA Client database

Thes ermad few manulacturer request Tacility will e sent b the comporale management arca of TOA for entry of the
manufscturer name and sddrecs doetails o the TGA Clont databaes, The alached or supportng information will boe weed
10 hedp resolve dupscate Names of other SHMEISIate aNomabes. & return emal w8 Do used 10 oD resohae 3y Namse and
SRR CONCETE

Theit roysst bs for M- 2070 F-LL
OB [T S0
Ermail

Heow manuladleio

nama

Manufactures address

ORIy --F s wloc]-- e

Ploase sttach decumsniation contmning the name and sddress details 16 supporn The sdminisirative request. Up o thraa
Separals Slachmens can Ba added 1o this fonm, But anly ane i mandatony

Do

Ebroeaan

Broracis

¥our manufactisnsr svidencs nabdicstion i sawed s & drafl Onces your new manufschsnsr has besn sntsred info the TGA
Chent databass you will recene & relurn email inde sling the manulscturer nsme it Svailabls for uss in your evidence

NGB St
Eance) £

Once TGA Business Services have made the update to the manufacturer site address, you will be
notified and be able to select the details and proceed with the application.

The time required to make changes to an existing manufacturer can vary depending on the impact of
the change.

Proceed to complete the remainder of the application from this point as if you were creating a new
GMP Clearance application.
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Change of sponsor or applicant details

20. In client details tab select ‘Change of sponsor or applicant details’.

Client Detals | API/Product Details | Evidence | Conditions | Fees and Payments | Declaration ||

+ 2 Variation Requests: [1Change to manufacturer details - administrative

[ Change to manufacturer details - physical
I Change of Sponsor or Applicant details I

[]Change of scope
* Select application type: |CV - Contract Testing Laboratary

21. Update the relevant sponsor or applicant information in the client details tab by selecting from the
available drop down menus.

If you wish to amend (add or remove) contacts, your company’s TGA Business
Services administrator can update these details.

Refer to TGA Business Services — Questions and answers for administrators or
contact ebs@health.gov.au for assistance.

22. Complete the declaration tab.

23. Validate then submit your variation application.

Change of scope

24. In client details tab select ‘Change of scope’.
25. Select if this is:

— an ‘increase/change in scope’ (for example, addition of dosage form or manufacturing steps)
or

— a'decrease in scope’ (for example, when a site has decommissioned a dosage form
manufacturing line).

| Client Details | APIIProduct Detals | Evidence | Conditions | Fees and Payments | Declaration ||

[] Change to manufacturer details - administrative
[] Change to manufacturer details - physical

[ 1 Change of Sponsor or Applicant details
Change of scope

 Increase / Change in scope O Decrease in scope

@ Wariation Requests:

* Select a change in scope:

Increase/Change in scope

26. Your existing scope will be pre-populated. Proceed to complete the remainder of the application
as if you were creating a new application by selecting your scope.

Decrease in scope

27. Proceed to the API/Product Details tab. Select the substance, dosage forms or manufacturing
steps no longer required and select ‘Remove’.
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Product Details
Show Original Entry/s

Manufacturer Types  Stenlity Manufactunng Class Dosage Form Product Code Manufacturing Steps
|:| Testing Mot applicable Multiple 211 Dosage fegistered Testing
Laboratory menufacturing Forms Therapeutic Good Endotoxin
steps/Multiple
products
Testing Labeoratory Not applicable Multiple L11 Dosage Forms Registered Testing chemical
manufacturing Therapeutic Good and physical
steps,/Multiple
products

28. Proceed to the Evidence tab where the optional evidence is displayed. Select the evidence you
will provide to support the update being applied to your GMP Clearance.

29. Select the delivery method for the evidence.
30. Complete the declaration tab.

31. Validate then submit your variation application.

Change clearance status — Cancel or extend

32. Select ‘Change Clearance Status’.

Variation Type: (O Change Clearance Details ® Change Clearance Status O Renewals

33. Proceed to the Status tab and select whether you want to request to ‘Cancel’ or ‘Extend’ your
existing GMP Clearance.

Cancel your GMP Clearance

34. Select ‘Cancel’ and provide details in the description text box as to the reason for the
cancellation request.

Client Details | Status | Conditions | Fees and Payments | Declaration |
<

* Select new status: ® Cancel t ) Extend

* Description: |

35. Complete the declaration tab.

36. Validate then submit your variation application.
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Extensions

37. Select ‘Extend’ and from the resulting drop down menu select the reason for the extension
request from the following options:

38.

39.

Awaiting TGA inspection
Select this option when the TGA is to perform an inspection
Awaiting GMP Clearance application assessment by TGA
Select this option when a renewal GMP Clearance application has been submitted
Awaiting inspection by regulatory authority
Select this option when the inspecting authority other than TGA has scheduled an inspection
Awaiting evidence from regulatory authority

Select this option when there has been a recent inspection performed and awaiting on
evidence

Other (Note: Selecting ‘Other’ will generate a heading text box to allow you to enter your
reason for extension).

Select this option if your reason for the extension is not listed in the drop down menu.
Please enter a brief reason in the heading text box. Please enter any additional details
about this reason in the Description text box.

Client Details | Status || Conditions || Fees and Payments | Declaration |

2

* Select new status: O Cancel

* Reason for Extension:

Awaiting TGA inspection

* |s this your first extension request? Awaiting GMP Clearance application assessment by TGA
Awaiting inspection by regulatory authority

Description: Awaiting evidence from regulatory authority
Other

Select whether this request is the first extension request you have made. If ‘No’, provide the
previous extension request expiry date.

* |s this your first extension request? O ves ® No

* Previous request expiry date: |:| &= dd/mmiyyyy

Depending on the reason for extension chosen, provide further information in the description text
box. For example:

Awaiting TGA inspection
In the description text box, please enter the TGA certification (CE) number
Awaiting GMP Clearance application assessment by TGA

In the description text box, please enter the GMP Clearance (CL) renewal application
number

Awaiting inspection by regulatory authority
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In the description text box, please enter the inspecting regulatory authority and proposed
inspection dates

Please also send an email to GMP Clearance referencing the extension clearance number
and provide supporting information from the inspection authority regarding inspection

dates

— Awaiting evidence from regulatory authority

In the description text box, please enter the inspecting regulatory authority and inspection

dates

Please also send an email to GMP Clearance referencing the extension clearance number
and provide supporting information when the evidence will be available

— Other

In the description text box, please enter further information. If waiting on evidence, please
provide the type of evidence and when this will be available.

Description:

40. Complete the declaration tab.

41. Validate then submit your variation application.

a

o

We may not grant an extension without valid reasons and/or evidence (for
example, if you submit late renewal applications).

If you have submitted an extension and the extension is not yet processed,
please do not submit another extension request as it may cause delays in our
extension processing time.
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Renewals

You are expected to submit an application to renew your existing active GMP Clearance once new
evidence becomes available and preferably no later than six months before your clearance is due to
expire.

42. Select ‘Renewals’.

You may also request to include other changes as part of your renewal application (for example,
change of sponsor contact details) by selecting the variation requests below.

O 1f no other changes are required, do not select a variation request.

Variation Type: O Change Clearance Details () Change Clearance Staltsl ® Renewals I

Client Details | Evidence | APUProduct Details | Conditions |

L variation Requests: (") change to manufacturer details - administrative
[l change to manufacturer details - physical
[l change of Sponsor or Applicant details
[Jchange of scope

Important — Please take processing times into account when submitting your
renewal applications.

43. Proceed to complete the remainder of the application from this point as if you were creating a
new GMP Clearance application.
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Withdrawing GMP Clearance applications no

longer required

Once your application has been submitted and the current status of your GMP Clearance application
is ‘under review’, you can still withdraw your application if you have identified the GMP Clearance

application is no longer required. Any fees previously paid may not be refunded.
Please withdraw via TBS by following these instructions:
44. Please login to your TBS portal

45. Under “View Lodged Submission”, locate the application that is no longer required

46. Click on the drop down next to the application you wish to withdraw. This will bring up an option

box
Received - Identifier Workflow
Status
» 2017-01-25 MR2017-CL- Under Review

2016-03-01  MH2016-CL- Under Review

47. Select ‘Withdraw’ from this box

48. Select ‘Print Preview’ to preview your application, then select ‘Withdraw’.

Clone ) View Enlire App

Applicant’s Own Ref
Status: Undar Review

Tracking Number: MI-2016-CL-02100-1
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Evidence naming conventions

The table below outlines the naming conventions for evidence being uploaded with your GMP
Clearance application. Validation errors will occur if naming conventions are not followed.

Each piece of evidence should be provided as a separate file. If supplying multiple documents in
response to a single item of evidence (for example a SMF and separate appendices), please provide

a single zip file.

You will need to name each file with the document number prefix and the required

file name to validate your application, for example:

1 8 Release SOP

You cannot add additional text before the required naming convention as this will

fail validation. For example, the following will fail the validation rule:

a s Company Name Release SOP

a Company Name 8 Release SOP

You can add additional text after the required naming convention. For example:

U 8 Release SOP Company Name Effective Date

File naming convention table

Prefix # Evidence name

The beginning of the file name
(including the prefix number)

1 Current GMP or GLP or ISO Certificate 1 Certificate

2 Most recent inspection report 2 Inspection Report

3 Regulatory Inspections list 3 Regulatory Inspection List

4 Regulatory Actions Details 4 Regulatory Action Details

5 Site Master File or equivalent 5 Site Master File or SMF

6 GMP or Quality or Technical Agreement 6 GMP or Quality or Technical or
or equivalent Agreement or TA or QA

7 ,I&ij;t?falliaamdums intended for supply in 7 Product List

8 Release for supply procedure z;g:ie;sgg); Supply procedure or

9 Validation Master Plan 9 Validation Master Plan or VMP

10 Latest Product Quality Review 10 Product Quality Review or PQR

11 Authorised laboratory tests 11 Lab test

| bensctrers ecerion o Ae 12 peciaaton
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Prefix # Evidence name

The beginning of the file name
(including the prefix number)

13 Certified translation statement 13 Translation
Copy of the certificate of registration or a
14 letter from the' registrar in th_e _ 14 Name or Address Change
manufacturer's country confirming the
change of name
15 Cover letter detailing extension request 15 Letter
and reason
16 Cover letter requesting change 16 Letter
Botamcgl ingredients evidence for 17 Botanical authenticated standard
17 authenticated standard reference .
. reference materials
materials
18 LoA to Clearance 18 LoA Clearance
19 LoA to Evidence 19 LoA Evidence
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How to create a zip file
1. Locate the file or folder that you want to zip.

2. Press and hold (or right-click) the file or folder, select (or point to) Send to, and then select
Compressed (zipped) folder.

B3 5MF appends e 1

¥ 5 THF o 2 i A Woad
H1] 5 SMF sppmndis 3 aj b W T
Hew
Piira
-ig "

Convert to Adobe PIF

. 5.

Cambine fied n Sgrebal..

Sean bo Vinmei.

Send to (]

| Compresed (npped) folder
ot W TRERG (ireiie shoro]
Copy od  Fid recipisat

E HPTHM Dekop
Loanta Erou J Ml recipent
Ueinte B Mokl

3. A new zipped folder with the same name is created in the same location. To rename it, press and
hold (or right-click) the folder, select Rename, and type the new name.

| 1) 5 Site Master File Compressed (zipped) Folder

[ 15 Site Mp=t=-Eil =
Open

Open in new window
Extract All...

Scan for Viruses...

1-Zip 3
Open with...

Restore previous versions

Send to 3

Cut
Copy

Create shortcut

Delete

Rename

Properties
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Submitting large files via GovTeams

1. Access your company folder

a. Loginto GovTEAMS via https://www.govteams.gov.au/

b. Access the TGA electronic submissions site

c. Open the TGA electronic submissions SharePoint page

d. Locate your company folder within the Documents section of the SharePoint page
2. Upload the sequence

a. Upload your documents by dragging and dropping it into your folder or using the Upload
button

3. Notify eSubmissions

a. Email eSubmissions@health.gov.au

Title the email - [Sponsor] has submitted documents via the GovTEAMS [GMP Clearance
tracking number]

Within the email body please include:

e type of application, including whether it is initial supporting evidence or a response to a
request for information

e  GMP Clearance application number
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Troubleshooting

Please see below for common issues raised. If you come across any issues, please use the
troubleshooting guide below. However, if you are still unable to rectify the issue, please contact GMP

Clearance and include the following:

e GMP Clearance tracking number

e Screenshot of the issue (if IT issue related)

e Your username (if IT issue related)

Issue Suggestion

| am experiencing TBS related issues,
such as:

e | don’'t have administrator access
to submit an application.

e I'm not listed as a contact in the
application.

e | need to reset my password for
the TGA Business Services
account.

If the contact is not displayed in the drop down list, your company’s
TGA Business Services administrator can update these details.
Refer to TGA Business Services — Questions and answers for
administrators.

For TBS related issues, please contact ebs@health.gov.au for
assistance.

| can’t select a radio button or
checkbox in the GMP Clearance
application form.

Please save your GMP Clearance application, refresh your internet
browser and try saving again.

If you are still experiencing issues, please contact GMP Clearance
prior to submitting the application.

| am experiencing problems when
uploading evidence to the application.

Please save your GMP Clearance application, close your internet
browser before trying to upload the evidence again.

If you are still experiencing issues, please contact GMP Clearance
prior to submitting the application.

| received notification an invoice has
been raised, however | cannot see it.

Please wait for 24 hours from the date GMP Clearance sends you an
email.

If you have not received an invoice by then, please contact GMP
Clearance.

| am experiencing validation errors
when entering GMP Clearance details
for my product submission.

Please contact the relevant product regulatory area regarding the
validation message shown in the respective lodgement systems.

If the selections you made result in validation issues with the
regulatory submission system, you may be required to submit a
variation application and pay the relevant fees.

Glossary

You can find terms, definitions and acronyms are used in Australian therapeutic goods regulation at
https://www.tga.gov.au/resources/acronyms-and-glossary-terms
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Version history

Version Description of change Author Effective date

V1.0 Original publication following user Manufacturing Quality Branch November 2023
guide separation from the GMP
Clearance Guidance

V1.1 Updated references to ‘GMP Manufacturing Quality Branch May 2025
clearance guidance’ to ‘the guide on
How to obtain GMP Clearance
through inspection reliance’

Added new section for ‘Health
Canada Extra-jurisdictional
evidence’

Updated Department name
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