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Acknowledgement of Country
I would like to acknowledge the Traditional Owners and Custodians of the lands on 

which we meet today and pay my respects to Elders past and present. 

I would like to extend that acknowledgement and respect to any 
Aboriginal and Torres Strait Islander peoples here today.

Acknowledgement of Country
In the spirit of reconciliation, the Department of Health and Aged Care 

acknowledges the Traditional Custodians of country throughout Australia and their 
connections to land, sea and community.

We pay our respect to their Elders past and present and extend that respect to all 
Aboriginal and Torres Strait Islander peoples today



This webinar is being recorded and will be available for access in the upcoming weeks

Housekeeping

Closed captions are available 
Activate it with the speech bubble icon on the bottom left of your screen

Difficulties with sound?
Check your settings located under 
Audio & Video located top of your screen

You can also call to join the webinar on the details below.                   
Dial: 02 9338 2221 (+61-2-9338-2221)
Access code: 2654 270 4131



• Click on the Apps icon  
• Select Slido 
• Open the Q&A tab to ask questions 
• Live Poll (use survey tab when prompted) 

Through the Slido application in Webex

Scan the QR code to access Slido from your 
mobile device

Using the QR code

Ask us questions
How to access and use Slido
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Therapeutic Goods Administration – tga.gov.au

What this webinar will cover
•Why this is happening

•What’s changing 

•What you’ll need to do 

•What happens next 



Therapeutic Goods Administration – tga.gov.au

Apr 2019
Jul 2020

Nov 2020
Aug 2021

Nov 2021

Why this is happening
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Jan - Mar 2023

Feedback
• Put key information up front

• Change terminology

• Clarify processes

• Improve templates

Why this is happening
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What’s changing
•Written for you

•New terminology

•Clarity

•Takes effect 05 March
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Yellow tint
URPTG

Blue tint
PRAC

What is changing
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119 
words

343 
words
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• Details of good

• Risk analysis
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• Details of good

• Risk analysis
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New 
Terminology

No longer reported to 
the TGA
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Key Definitions
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Affected Customers

Release of information
State and Territory 

Recall CoordinatorsSponsor 
Notification

SARA

TGA 1

2

3

4

5
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Specific changes

State and Territory 
Recall Coordinators
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State and Territory 
Recall Coordinators

TGA 
REVIEW

URPTGSpecific changes
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State and Territory 
Recall CoordinatorsTGA 

REVIEW

Delete private 
information only

Direct follow up from States and Territories

PRACSpecific changes
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Specific changes
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Specific changes
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Specific changes
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What else is changing
•Supporting material

•Approach to legislative powers

•SARA → DRAC
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What you need to do

•Read the PRAC

•Ask questions

•QMS Preparation

Recalls Section
recalls@health.gov.au
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•5 March 2025

•New Actions

•Ongoing Actions

•Legislative Guidance

What happens next



Therapeutic Goods Administration – tga.gov.au

•PRAC updates
What happens next



• Click on the Apps icon  
• Select Slido 
• Open the Q&A tab to ask questions 
• Live Poll (use survey tab when prompted) 

Through the Slido application in Webex

Scan the QR code to access Slido from your 
mobile device

Using the QR code

Ask us questions
How to access and use Slido



How did we go?
Take a moment to complete our survey

Use the app in Webex

Use the QR code



Questions?
Ask us through Slido

Use the app in Webex

Use the QR code

Jack Casey
Project Officer/SME
Manufacturing Quality Branch
Department of Health and Aged Care, 
Therapeutic Goods Administration

Nathan Coleman
Project Manager/SME
Manufacturing Quality Branch
Department of Health and Aged Care, 
Therapeutic Goods Administration

Craig Davies
Australian Recall Coordinator
Manufacturing Quality Branch
Department of Health and Aged Care, 
Therapeutic Goods Administration

Sharon Bennett
Assistant Director, 
Recalls Section
Manufacturing Quality Branch
Department of Health and Aged Care, 
Therapeutic Goods Administration
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Questions
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Questions

Do all OOS stability results 
need to be reported to TGA?
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Questions Jack Casey
Project Officer
Manufacturing Quality Branch
Department of Health and Aged Care, TGA

Nathan Coleman
Project Manager
Manufacturing Quality Branch
Department of Health and Aged Care, TGA

Craig Davies
Australian Recall Coordinator
Manufacturing Quality Branch
Department of Health and Aged Care, TGA



Recalls Section

recalls@health.gov.au
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Contact us



Stay connected
Subscribe to updates
Social media

LinkedIn X (Twitter)

YouTube Instagram Facebook

www.tga.gov.au/about-tga/social-media

www.tga.gov.au/news/subscribe-updates 

https://www.tga.gov.au/news/subscribe-updates
https://www.tga.gov.au/about-tga/social-media
https://www.tga.gov.au/news/subscribe-updates
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