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Introduction

Good Manufacturing Practice (GMP) Clearances are used:
» For overseas manufacturing sites
« To verify compliance with principles of GMP
» Support registration or listing on the ARTG
» Sponsors are responsible for obtaining and
maintaining clearances

Sponsors can apply for a GMP Clearance using one of the
three pathways:

» Mutual Recognition Agreement (MRA) pathway

» Compliance Verification (CV) pathway

* An inspection by the TGA



What is an Effective Application?

* Itis complete and contains all relevant information
» Appropriate fees have been paid (no additional NN | —

invoices need to be raised)
« The correct scope has been selected
« All required evidence is submitted "|

Effective applications progress through the receipting and assessment process without having a stop clock applied (status
‘with manufacturer’)



Mutual Benefits of Submitting an Effective Application

Industry TGA
* Avoid unnecessary delays * Reduction of manual invoicing
o Invoices and payments * Reduce risk of impact to
o Evidence and RFls registrations
» Reallocate resources for process
« Avoid updating your ARTG entries by improvements
maintaining the original GMP Clearance number * Reduce number of ‘not
« Prevent validation issues with the regulatory issued’ clearances
submission system * Reduces the number
« Get the maximum clearance validity (where of RFIs which need
possible) to be sent

e Save money



How to Submit an Application

Variation application

(already hold an active clearance)

New Application :
o , V_VhI(_:h Renew the clearance
]f'rst time afpp'ty'hg application to Make a change
Si;a mantiattrine submit? e Increase or decrease the scope
e Update the manufacturer
details
e Update the sponsor or agent’s
details

Request an extension

Request a cancellation




Submitting a New GMP Clearance Application

To create a new application:

Login into the TGA Business
Services portal

1. Click Applications

then

2. Select Clearance Application =

—

(& Applications ~

Annual Charge Exemption
Notification and Declaration

Manufacturers
ertification Application

learance Application

Declaration
Licence Application

Prescription Medicine
Pre-Submission

Single Medicine Application
Composite Pack Application
Submission

LY
E Documents ~

Biologicals
Biological Application
Submission

Medical Device
Device/OTG Application
Class IIIVJAIMD Variation
Class 1-3 In-house IVD
Notification
Manufacturer Evidence
Conformity Assessment
IVD Variation

Request Change
GMDN Help

Medical Device Incident
Reporting

& Your TGA ~

Listed Medicine
General Listing
Composite Pack
Code Stock

Medicine Kit

Change Multiple Current
Listings

Listed Medicine Label
Checkilist

Submission
Welcome Page

Regulatory Actions
Sponsor Canceliation




Selecting the Application Type

New GMP Clearance applications:

. Th_e appli(_:ation type determines what ﬂ If you select the incorrect application type:
evidence is required « Your application may be delayed
» The application type cannot be changed « You may need to submit a new application

after submission

* Application Type

MRA
TGA GMP Centificate

CV - Non-Stenle API

Clent Details l Ewvdence I APE CV - Non-Sterile Finished Product

CV - Stenle / Biotech API

Applicant CV - Sterile / Biotech Finished Product
Applicant Name CV - Contract Testing Laboratory

CV - Contract Sterniliser

Chient Id




Selecting the Manufacturer Name

New GMP Clearance applications:

Click Search to select a manufacturer which is already registered with TGA. If the manufacturer is not registered with TGA, or :

requires a new site address, please complete the request form by clicking New manufacturer. This request will be sent to 8BS * CheCk the maUUfaCturerS In the SyStem

Helpdesk before requesting a new manufacturer

Qg (AT ) « Where the site’s name has changed:
Search .

# WanacterNare: = _ 0 Select the company’s old details

Hew Manufacturer Please enter a search shring

. o Submit evidence and request an
Manufacturer ID: Pharma Search
update as part of the new

Existin g Manufacturin g Site: - Keywords including AND and OR may be used to refine your search.

= I_ - Use * (wildcard) when searching on incomplete words. appllcatlon
* Manufactuning Site:
Number of entry found : 250 .
o | » Contact us before requesting a new
Manufacturer Site [D:
AH Cox & Co Ltd[10722]
Suburb: ActelioD:PharDmaceuticals Ltd[33480] A manUfaCturer entry
Activ Pharmaceuticals Pty Ltd[14396]
Posteode: Advance Pharma GmbH[41285]

Advent Pharmaceuticals Pty Ltd[45655]

Agsica Pharmaceuticals GmbH[19244]

Agsica Pharmaceuticals Limited[10621]

Alorn Ing[521)

Alcon Pharmaceuticals GmbH[10437] v
Alkermes Pharma Ireland Limited[166]

Duplicated manufacturing sites can extend
processing times and may require significant

pisce updates to your ARTG entries.




Selecting the Application Scope

New GMP Clearance applications

APl scope

T ]
® AP O Product O Sterile/Biotech ® Non-Sterile O Sterile/Biotech & Mon-Sterile

Manufactuning Steps

D Paracetamol Active material manufacture

Product (dosage form)

CAPI ® Product

Product Details

Manufacturer Types Stenlity Manufacturing Class Dosage Form Product Code Manufacturing Steps

D Medicine NHon Scerile Mulziple Solid Unit Registered Finished
manufactuze manufactuzing Dosage Forms - Thezapeutic Froduct ~
steps/Multiple Tablets Good Manufacture
products
|:| Medicine Sterile Multiple Injection, Registered Sterile
manufactuzre manufacturing soluticn Therapeutic Finished
steps/Multiple Gocd Product
products Manufacture o
<

Your application scope determines what
evidence is required

o API/ Product

o Sterility

o Dosage form

o Manufacturing steps

Separate applications need to be submitted
for APl and finished product scopes

You should ensure your evidence supports
your scope

The application cannot be amended to the correct
scope later if the wrong one is selected during
submission.



Registration/Listing and ARTG Updates

[ Client Details | APVProduct Details | Evidence | Fees and Payments | Declaration |

» For applications related to registration /
listing, include:
* |s this GMP Clearance application related to a product listing/registration submission or @ vYes O No
variation of an Australian Register of Therapeutic Goods (ARTG) entry? 0] M | Ie stone d ate d eta| I S
* Submission Type: Presc oa Medcne - Cat 1 . .
Product submission number et s | o Product submission number
* |s this a Compliance Verification Assessment? 8;?1;:“1:2?:[‘( S
* In the Evidence to be provided are you using a Letter of Access to Clearance or Biological . . .
Evidence? » Provide a cover letter for additional details
or clarification as necessary
Client Details | API/Product Details | Evidence
_ « This information assists us to effectively
* |s this GMP Clearance application related to a product listing/registration submission or (@ Yes () No . .- . .
variation of an Australian Register of Therapeutic Goods (ARTG) entry? process and pr|0r|t|se appl IC&tIOnS
* Submission Type: |F'rescriplinn Medicine - Cat 1 E
Product submission number: [PM-20)XK-XXXKK-X |
* |s this a Compliance Verification Assessment? ®ves ONo
* |n the Evidence to be provided are you using a Letter of Access to Clearance or OYes @No
Evidence?




Select delivery method
TGA to obtain GMP Certificale
Upload Evidence
Manufacturer to Provide

LOA to Clearance

LOA to Evidence

Submit Paper Copy

* |1 Current GMP Certificate v

TGA to obtain GMP Certificate

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

* Select who TGA to liaise with:  |USA - Food & Drug Administration

1 & dammiyyyy

* Enter the Last Inspection Date:

OK Cancel |

TGA to obtain GMP Certificate

Please 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 only
* Enterthe Last nspectionDate: [~ | B awmmuyyyy
oK Cancel

* |s this a Compliance Verification Assessment?

Payment of Fees

US FDA and Health Canada (HC)

For CV applications using US FDA or HC
evidence, select TGA to obtain GMP
Certificate

Do not upload a document for the ‘current
GMP Certificate’ as this will cause a delay

Upload the US FDA inspection report or HC
Exit Notice under the most recent inspection
report

If you do not select “YES' to this question and itis a CV
application, the application will be delayed until the fee is paid.



Submitting a Variation Application

» To create a variation application:

* Log into TGA Business Services portal,
1. Click Your TGA

2. Select Manufacturer Information

3. Filter clearances using 'CL' and

select relevant clearance \*

4. Select Vary application from the
menu bar at the top of your GMP
clearance

(& Appicatons

“ ) ! - -
E Documents «

& Your TGA »

Current ARTG Entnes

# Welcome

Consumer Medcine and Product Information

Class 1-3 In-house IVD Notifications

: .
What would you like to do to

Manufacturer Information

Aporoval Ares: | All Approval Arass v|
Manufacturer: | All Manufacturers v|
=] . =

Approved ¥ loentner STt Adcress Repenved Expiry Date

HO 2080522  M0CL 018.0826  201812.1

B0 2000062 W20 20180531 2017-10-02
| 2018.00 M2ECL 18.05-1 201806

eBusiness Clearance
Services

Home

Vary Application




Maintenance of Active GMP Clearances

Variation Applications

« Submit a variation application if you already hold

| a clearance
Status: Active o This maintains the link to your existing clearance
Tracking Number: MI-2022-CL-01234-1
Original Tracking Number:  MI-2019-CL-04567-1 » Variation applications will receive a temporary,
Application Type: CV - Non-Sterile Finished Product ~ In-process number when submitted:

o This reverts to the original tracking number (e.g.
MI-2019-CL-04567-1) once the application is
approved

o This avoids the need to update ARTG entries

« Variation applications can only be submitted up
to 30 days past expiry



Extensions
Variation Applications
_ - o Extensions can be issued for valid reasons
Variation Type: () Change Clearance Details ® Change Clearance Status U Renewals . .
0 Check for new GMP evidence prior to
submission
- _ o Submit a renewal application if new
ml[ Status || Conditions | Fees and Payments | Declaration | eVIdenCe |S avallable
= Select new status O Cancel
= Reason for Extension . . y .
* s this your first extension request? :x::::g (Tsa:lg?g:rc;ﬁcne apphcatpn assessment by TGA * In Descrlptlon InCIUde the explanatlon for
Description :Oiz:;::zg g S sl i the request
» Evidence may be required to support

extension requests

 ATGA Inspection may be required if you
cannot provide updated supporting
evidence



Evidence

GMP Certificate

AP

Finished
Product

Non-Steril Non-Sterile  Sterile or

Biotech

AP

Sterile or Contract
Biotech

Finished Lab or
Product  Steriliser

Testing

Most recent inspection report

Regulatory inspections list

Reeul <on detail

manual or equivalent

<t oF products intended §
supply

GMF agreement or equivalent

Eelease procedure(s)

Validation Master Flan [VMF]

Latest Product Quality Beview
[POR)

AURNECIECTIANE BN AN AN RN AN

List of authorised tests

X[O|OO|6] & |88y

RIS IR A Y Y AN AN ANAS

x

IR AIRY A AN ERYAAYAYAY

N SICIR JANE SN ANEN AN AN

'i'f=m!quired x=NntR£-q'uired ®=Hntrequiredu11]e55requested

Application Requirements

Provide all supporting documentation as per
the GMP Clearance Guidance

You need to provide all relevant evidence
when submitting both new and variation
applications

Provide an API declaration where required for
both MRA and CV applications

Your application will be delayed or not issued
if all required evidence is not provided



Evidence

Cover Letters

Cover letters should be used to provide
additional clarification and information:

» Specific details of activities performed at
the site

» Changes to the manufacturer details
(name or address)

» Absence of evidence (where appropriate)

» Regulatory submissions (submission
details, related applications)

» Medicine shortages or prioritisation



Evidence

Letter of Access (LoOA)

LoAs can be used to access:
* An issued GMP Clearance
» Evidence which has been previously
submitted
The type of LoA should be defined in the Letter of
Access from the other sponsor or manufacturer:
 LoAto evidence
* LOA to clearance

CKKK b I

Ensure the evidence or the clearance scope is
identical or greater than the application being
submitted

For LoAs to Clearance: The reference clearance
must fully cover the scope of your application.
Where this is not the case the scope will be
amended or the clearance will not be issued.

An LoA cannot reference a clearance which was issued using
another LoA.



Evidence

TGA Certificates 4

A TGA inspection may be required when:
» There is no supporting evidence available

* There are compliance issues g
st
For contributing sponsors to a TGA inspection X c\'\e
* You do not need to submit another GMP A“d\ toN
Clearance application a{\s‘f c
« The TGA certificate will be issued to the N)d\ts muﬂd
manufacturer s ce
* You will then be issued with a corresponding GMP “co“’io
Clearance O WO 20€
xon®
setV

If you decline to contribute to a TGA overseas
Inspection without reasonable justification, we will
not issue a GMP Clearance to you.



Evidence

GMP Clearance Questionnaire

Introduced as a requirement during the COVID-19 Ensure i feifi s 126 e ety

pandemic:
* Provides additional information for

assessment
» Used where the inspection report is >3
years old

=310 (=N Both parts of the form are provided

A separate document with further
details if not enough space is available

Provide

‘,‘0



Questions?

GMP FORUM 2024
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