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Housekeeping

• This Webinar is being recorded 

• The presentation will be made available in the upcoming weeks

• Any relevant links in this event will be broadcasted to you via the Slido app

• Q&A session will occur after todays presentation 

• Live poll – how did we go, let us know

Welcome

Difficulties hearing from computer?

Check your settings located under 

“Audio & Video”  tab located top of your screen:

OR

Dial: 02 9338 2221 (+61-2-9338-2221 )

Access code: 2653 445 3292



How to ask questions
SLIDO

OR
• Click on Apps+ icon  

• Select  “Slido” 

• Open “Q&A” tab to ask questions 

• Live Poll (use survey tab when prompted) 

Slido App
Scan the QR 

code to access 

separately from 

your mobile 

device

Slido QR



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, present and emerging. 

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

AusUDID 
Pre-production 

environment released 
in April to groups of 

sponsors

Commenced testing of 
the National Product 
Catalogue (NPC) and 

preparations for testing 
of Machine to Machine 

(M2M) data submission

Updates to UDI Hub 
on TGA Website, 

including responses 
to third UDI 

consultation paper

Hosted face-to-face 
workshops in Sydney 

and Melbourne for 
sponsors of medical 

devices
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Australian Issuing Agencies

• Three Issuing Agencies will be supported by Australia
• GS1 
• Health Industry Business Communications Council (HIBCC)
• International Council for Commonality in Blood Banking Automation (ICCBBA)

• Manufacturers to liaise with issuing agency if their devices do not currently have UDI issued by 
one of these agencies
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Face-to-face sponsor workshop summary

Hosted two face-to-face 
workshops in Sydney 

and Melbourne

Agenda:
• UDI regulations and policy position

• Implementation
• AusUDID, data and submission

• Guidance and support

295 attendees



Considerations arising from Sponsor Workshops

IMPLEMENTATION OPTIONS
• Triggers
• Data elements
• Consent to Supply/ 

Notifications
• Supply considerations
• Compliance dates for IVDs

DEEP DIVE
• Surgical loan kits (SLKs) and Systems or 

Procedure Packs (SOPPs)
• Retail Products
• Labelling from other countries (e.g Japan)

AusUDID
• Multiple sponsors of 

the same device
• Corrections
• Global Medical Device 

Nomenclature

TGA INTEGRATION
• Medical Device Single Audit Program 
• Consent to Supply

GUIDANCE
• Definitions and Examples
• Device type breakdown
• Responsibilities
• Labelling
• Patient Information Cards

VOLUNTARY COMPLIANCE
SUPPORT

• Support Team
• User Guides
• Guidance Documents
• Data Dictionary

AusUDID
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JUN 23 JUL 23 AUG  23 SEP 23 OCT 23 NOV 23 DEC 23 JAN 24

Further consultation and 
understanding of UDI 

implementation specifics
Regulatory Drafting Regulations in Effect

Voluntary Compliance

From Sponsor Workshops to Voluntary Compliance

• Aiming for UDI Regulations and Guidance to be 
in effect late December 2023
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AusUDID – Login via TBS (Production)
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AusUDID – Login (Pre-Production)
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AusUDID – Sponsor Home Page
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AusUDID – Sponsor: My UDI Records
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AusUDID – Sponsor: My UDI Records
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AusUDID – Add UDI Record
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AusUDID – Add UDI Record
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AusUDID – Search for Package
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AusUDID – Link to ARTG
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AusUDID – Edit Draft Record
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AusUDID – Edit Draft Record
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AusUDID – Manage Documents
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AusUDID – Add document to many devices at once
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AusUDID – Add document to many devices at once



Therapeutic Goods Administration – tga.gov.au

AusUDID – Bulk Upload
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AusUDID – Public: Find Supporting Documents
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AusUDID – Public: Find Supporting Documents
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AusUDID – Public: Download Data
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AusUDID – Public: View all published devices



Therapeutic Goods Administration – tga.gov.au

AusUDID – Public view and Download
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SLIDO is now open for questions 

OR
• Click on Apps+ icon  

• Select  “Slido” 

• Open “Q&A” tab to ask questions 

• Live Poll (use survey tab when prompted) 

Slido App
Scan the QR 

code to access 

separately from 

your mobile 

device

Slido QR
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UDI Support Team

UDI@health.gov.au

Phone: 02 6289 8557
(+61 2 6289 8557 International)
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Contact us

mailto:UDI@health.gov.au


Anonymous or Open responses welcome

Survey - Poll
How did we go?

We’ll be back with you in 1 minute.

1. Please open SLIDO (located from your APPS icon)

2. Open the POLL tab

3. Complete short survey

4. We’ll then commence Q&A



SLIDO is now open for questions 

OR
• Click on Apps+ icon  

• Select  “Slido” 

• Open “Q&A” tab to ask questions 

• Live Poll (use survey tab when prompted) 

Slido App
Scan the QR 

code to access 

separately from 

your mobile 

device

Slido QR
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Website and link references

UDI Hub https://www.tga.gov.au/how-we-regulate/manufacturing/manufacture-medical-
device/unique-device-identification-udi-system

Third UDI consultation paper
https://www.tga.gov.au/resources/consultation/consultation-detailed-considerations-
implementing-proposed-australian-medical-device-udi-regulatory-framework

*Closed on 11th October

Third UDI consultation paper –
published responses

https://consultations.tga.gov.au/tga/udi-consultation-paper-
3/consultation/published_select_respondent

Previous Webinars
https://www.tga.gov.au/how-we-regulate/manufacturing/manufacture-medical-
device/unique-device-identification-udi-system/unique-device-identification-system-
communications-and-stakeholder-engagement

TGA UDI News and Updates
https://www.tga.gov.au/how-we-regulate/manufacturing/manufacture-medical-
device/unique-device-identification-udi-hub/unique-device-identification-udi-news-and-
updates

https://www.tga.gov.au/how-we-regulate/manufacturing/manufacture-medical-device/unique-device-identification-udi-system
https://www.tga.gov.au/resources/consultation/consultation-detailed-considerations-implementing-proposed-australian-medical-device-udi-regulatory-framework
https://consultations.tga.gov.au/tga/udi-consultation-paper-3/consultation/published_select_respondent
https://www.tga.gov.au/how-we-regulate/manufacturing/manufacture-medical-device/unique-device-identification-udi-system/unique-device-identification-system-communications-and-stakeholder-engagement


Questions

Q&A

Gary Pascoe
UDI Product Manager
TGA

Bruce Thomson
UDI Business 
Analyst TGA
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More information

TGA YouTube           https://www.youtube.com/channel/UCem9INJbMSOeW1Ry9cNbucw

TGA topics blog        https://www.tga.gov.au/blogs/tga-topics

TGA Linkedin https://www.linkedin.com/company/therapeutic-goods-administration/

TGA Facebook         https://www.facebook.com/TGAgovau/

TGA website             https://www.tga.gov.au

TGA Twitter               https://twitter.com/TGAgovau

TGA Instagram         https://www.instagram.com/tgagovau/?hl=en

https://www.youtube.com/channel/UCem9INJbMSOeW1Ry9cNbucw
https://www.tga.gov.au/blogs/tga-topics
https://www.linkedin.com/company/therapeutic-goods-administration/
https://www.facebook.com/TGAgovau/
https://www.tga.gov.au/
https://twitter.com/TGAgovau
https://www.instagram.com/tgagovau/?hl=en


Therapeutic Goods Administration –
tga gov au
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