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International alignment

* Member of the 2019 UDI Working Group UDI HERHi
« In principle aligned with IMDRF Guidance . :

 Feedback from the second consultation paper on
the possibility of leveraging the U.S. data. ABOUT AccessGUDID DOWNLOAD

The Glebal Unique Device Identification Database (GUDID) contains Download Data

EX p | O rl n g h OW We m I g ht u Se/I eve rag e th IS :::ﬁ?::lic:eifuice::itﬁr:aalu::vienl[.lor:inr;::r:)ne:itzr?{ii:::f::r;h(;;? et Download the latest full releases and update files provided

to the NLM by the FDA.

The FDA is establishing the unique device identification system to

generally, and especially for early adopter projects AP

through distribution to patient use. You can use AccessGUDID to searc h

for specific medical devices or download all the GUDID data at once. AP| Documen tation
. . . . - Accesst GUDID also offers RSS feeds and APIs to connect you directly to Resources for application developers to get the most out of
the data.
« Exploring differences and similarities between
MORE INFO
RSS
ABOUT UDJ

IMDRF, USA and EU



Progress to date

Approval and funding to build the Australian UDI database within
a four year timeframe

Legislation changed to allow for the TGA to collect UDI data
Two public consultations
Established regular meetings with key stakeholders

Engaged a technical delivery partner to build the technical
components
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Consultation: Exploring options for
the introduction of an Australian
Unique Device Identification (UDI)
System
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Who do we need to engage with?

 Manufacturers

* Sponsors

* Healthcare providers

(hospitals etc.)

e Industry and peak bodies

e Issuing Agencies

e Patients and patient

advocates

» Researchers

Other regulators
Device registries

State and Territory

governments

Distributors (Supply Chain)
Funders

Software developers

Other Government
departments and authorities
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Extensive and regular engagement with key
stakeholders across the health ecosystem —
leverage learnings

TGA UDI web hub
Regular webinars including “guest presenters”

“Sandpit” UDI environment now built, including
an app

First working group being established

ol Austratian Government | 1 GA AUSUDID

Department of Health )
Search the device database

Home Search Scan a barcode Downloads Recalls Adverse events

Australian UDI database

From here you can search the entire Australian UDI database by keyword and click on any
individual device to see its details.

Quick search by keyword... n Advanced search Query search




Early adopter projects

* To enable the early use of / experiments in using the UDI
throughout the broader healthcare system

* Project 1 — government public hospitals (Queensland)

Benefits

v Use of identifiers in hospitals and health system
v Improve speed of uptake in health

v Information gathering (issues, costs etc.) to
inform planning

v' Re-usable framework (UDI 4 Hospitals (UDI4H))
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Considerations

Alignment and regulatory burden on manufacturers who supply to multiple UDI markets with differing UDI
requirements

Speed of uptake in broader health care system

High-volume devices such as contacts, spectacle lenses

Supply chain v health care requirements
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