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Michael Schiller

Michael Schiller, CMRP, is the Senior Director of Supply Chain for the American Hospital Association
(AHA) and the Association for Health Care Resource & Materials Management (AHRMM), a
professional membership group of the AHA.

As the organisation’s subject matter expert, he brings over 35 years of healthcare supply chain
experience to this role. In this capacity, Mr Schiller collaborates with industry and regulatory leaders
from across the health care field on various supply chain, advocacy and resiliency initiatives.

Working with AHA and AHRMM executive leaders, Mr Schiller participates in the development and
implementation of the association’s strategic direction and initiatives including:

« the Cost, Quality, and Outcomes Movement (CQO)
* Learning UDI Community (LUC)

« clinically integrated supply chain

» global labor practices and ESG

« the association’s ongoing support to the health care field in addressing ongoing shortages,
disruptions and identifying strategies which include AHRMM’s Supply Chain Resource Council.

Mr Schiller holds a graduate certificate in information systems management from the Keller Graduate
School of Management, a Bachelor’s degree in business management from Northeastern lllinois
University, is a Certified Materials & Resource Professional (CMRP) and a certified Lean Six Sigma
Green Belt. Schiller was awarded the George R. Gossett Leadership Award in 2021.
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UDI Benefits & Challenges
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Global UDI Landscape
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Barriers to adoption

» Lack of integration between Enterprise Resource Planning (ERPs) and Electronic Health Records
(EHRSs)

« Lack of understanding of available technology
 Technical barriers

« Financial barriers

» Trust barriers

* Clinical training

 Barcode inconsistencies




Healthcare provider and manufacturer benefits

« Track and trace

« Transparencyl/visibility

« Transactional efficiencies
« Utilization/standardization
* Demand forecasting

e Call to action




The road ahead
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Australian UDI update

1338 records
144 users
81 sponsor organisations

8 4

Corrections features for all
submission methods to be available
by the end of November

2SS
111

Sponsor feedback on Patient

Information Leaflet (PIL) and

electronic Instructions for Use
(elFU)

X
-

Machine to Machine
submission method available
in Pre-Production

i

Sponsor consultation on
Australian implementation
schedule
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Tentative implementation timetable

2024 2025 2026 2027 2028 2029 2030
Jan - Jun Jul - Dec Jan - Jun Jul - Dec Jan - Jun Jul - Dec Jan - Jun Jul - Dec Jan - Jun Jul - Dec Jan - Jun Jul-Dec | Jan-Jun
EUDAMED UDI/Device
“Rully Functional” Registration Period
Q2 2027 Ends Q2 2029

EU UDI/Device Registration Period (New dates)
- v

. T ™ . :

EUDAMED Device Registration dates revised
Mandatory device regjstration (data provision) to EUDAMED

Labelling and data provision Full labelling compliance
£\ £\ »
° O O O C ’
Class Ill and llb Class lla Classls, Class 2 and 1 IVDs
UDI Regulations Class4 and 3 IVD
in effect

Q2 2024 Direct marking and DM data provision Full direct marking compliance
O O O O P .
A\ A\ A\ v

Class llI Class Ilb Classlla Classls, Class 2 and 1 IVDs Eﬂl E

Class4and 3 IVD
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Can you show real examples of when UDI
has been used by medical/hospital
institutions?

What is being done to improve the
traceability capability for hospitals, clinics,
GPs etc so that the full benefit can be seen?

| 3 . I

Could someone talk about the differences
between what the US is doing and what is
being done in other countries to enter and
provide UDI data for medical devices?

What is the vision of the government around
the next stage of implementation - regulating
healthcare facilities and cost.

Pre-Webinar Questions

O A0

o
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Website and link references

UDI Hub

Third UDI consultation paper

Second UDI consultation paper

First UDI consultation paper

Previous webinars

https://www.tga.gov.au/how-we-requlate/manufacturing/manufacture-medical-

device/unigue-device-identification-udi-system

https://www.tga.gov.au/resources/consultation/consultation-detailed-considerations-

implementing-proposed-australian-medical-device-udi-requlatory-framework

*Closed on 11t October

https://www.tga.gov.au/consultation/consultation-exploring-options-introduction-

australian-unique-device-identification-udi-system

https://www.tga.gov.au/consultation/consultation-proposal-introduce-unique-device-

identification-udi-system-medical-devices-australia

https://www.tga.gov.au/how-we-requlate/manufacturing/manufacture-medical-

device/unigue-device-identification-udi-system/uniqgue-device-identification-system-

communications-and-stakeholder-engagement



https://www.tga.gov.au/how-we-regulate/manufacturing/manufacture-medical-device/unique-device-identification-udi-system
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://www.tga.gov.au/resources/consultation/consultation-detailed-considerations-implementing-proposed-australian-medical-device-udi-regulatory-framework
https://www.tga.gov.au/consultation/consultation-exploring-options-introduction-australian-unique-device-identification-udi-system
https://www.tga.gov.au/consultation/consultation-exploring-options-introduction-australian-unique-device-identification-udi-system
https://www.tga.gov.au/consultation/consultation-proposal-introduce-unique-device-identification-udi-system-medical-devices-australia
https://www.tga.gov.au/consultation/consultation-proposal-introduce-unique-device-identification-udi-system-medical-devices-australia
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
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
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
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Contact us

UDI Support Team

UDI@health.gov.au

Phone: 02 6289 8557
(+61 2 6289 8557 International)
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More information

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

TGA Facebook https://www.facebook.com/T GAgovau/

TGA Twitter https://twitter.com/T GAgovau

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

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

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

Linkedin

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