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Neither GS1 nor its member organizations nor their staffs have real 
or apparent authority to speak for the regulatory authorities or 
grant exemptions.  GS1 offers advisory services focused on the 
GS1 standard after a supplier’s staff including its internal 
regulatory experts have determined the correct path to compliance.  
GS1 is a voluntary organization and its members have and must 
continue to determine their own course of action.  GS1 provides 
recommendations. GS1 Global Office, GS1 member organizations 
and GS1 staff assume no liability for members actions taken 
upon its advice.

Disclaimer
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1. Bienvenue chez GS1

GS1 for harmonised implementation of UDI

Contact details

GS1 Standards

Time for change is NOW…
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GS1 Standards
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GS1 – a global non-for profit standard organisation

1 million 112 MOs150 
countries 6 billion

over 1 million 
companies worldwide 
use GS1 standards

25 industries served 
across 150 countries

Barcodes scanned 
more than 6 billion 
times per day globally

112 Member 
Organisations
around the world
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A global system of standards to ensure visibility

Identify: GS1 standards for identification

Capture: GS1 standards for automatic identification and data capture

Share: GS1 standards for automated data exchange
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GS1 standards for 
harmonized 
implementation of 
UDI
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UDI system and GS1 system

UDI
system

as
defined

by 
IMDRF

GS1
system
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UDI in AIDC terms

The HRI format shall follow the rules of the UDI Issuing Agency 
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UDI Example of label

Device Identifier (DI)
“Static” portion

GTIN (product
identifier) Production Identifier (PI)

“Dynamic” portion
Application Identifiers (e.g. serial, lot number & expiry date)
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Identifier

AT100A

GTINs

QTY DI

1 GTIN A

50 GTIN B

250 GTIN C

Level
UoU UDI-DI

Base Pack

2nd

3rd

Package DI

Package DI

Base Package DI

UDI Unit of Use

Before or after the supply 
chain,

where Basic UDI-DI is needed 
(see next slide)

NEW : EU specificity: “Basic UDI-DI”
for illustration only

In the supply chain, where 
trade item ID (GTIN) is to 
order, deliver, or invoice

Basic UDI-DI
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NEW GS1 Standard : “Global Model Number” to 
support implementation of the Basic UDI-DI

• GS1 Company Prefix + a model reference
• Model reference number: manufacturers internal numbers, can be alphanumeric

• In healthcare:
- data title: “BUDI-DI” 
- for medical device registration
- independent of packaging
- never used in a data carrier

• GS1 implementation guide to be drafted in 2018-2019, based on the EU Commission 
guidelines

Example of Basic UDI-DI on regulated documentation:
BUDI-DI: 5149854J856M
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UDI Databases – USA and EU

Part that the U.S. 
FDA UDI system 
focuses on today...
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Manufacturers are able to provide data to all UDI databases and their customers 
(hospitals, distributors, wholesalers, GPOs) simultaneously, with a single connection

Mapping of GDSN data elements with EUDAMED will start when technical specifications 
will be released by the EU Commission

Managing data and global standards: 
Global Data Synchronisation Network (GDSN)

GDSN Source 
Data Pool
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Time for change is 
NOW …
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Developments and requirements for UDI
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99% of medical 
devices identified 
with GTIN in Japan
MHLW Annual Survey, 2012

UDI assigning 
entities listed in the 
EU MDR

91,8% of devices 
identified with 
GTIN in Turkey
Turkish National Drug and 
Medical Device Databank 
(TITUBB)

£3 million on 
average saved each 
year in every NHS 
hospital in England
Lord Carter interim report, 2015

GS1 key to implement requirements on medical 
devices 
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The benefits of UDI

Manufacturers:
- cost optimization
- data synchronization
- process efficiency

Hospitals:
- adequately identified medical devices
- single and integrated system of information management

Regulators: 
- higher levels of market surveillance
- more efficient adverse event reports and quicker recall - also across borders

REGULATOR
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The need to align on a global UDI framework

This will ensure :
• highest levels of patient safety beyond borders
• harmonized identification systems for medical devices globally

• UDI is very beneficial. It is crucial that regulators around the 
world align on the global framework - IMDRF Guidelines and 
ensure consistency when setting-up regional or national UDI 
system
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34th Global GS1 Healthcare Conference

20

30 October to 1 November 2018 - Bangkok, Thailand

• Traceability, UDI and global regulatory developments
• Success stories of implementations from manufacturers, 

wholesalers and hospitals – experiences & benefits 
• Patient safety and quality of care – how to improve those
• Awards for best hospital implementations
• And much more…

SAVE THE DATE!
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http://www.gs1.org/healthcare/udi

http://www.gs1.org/healthcare/udi


Géraldine Lissalde-Bonnet
Director Public Policy
GS1 Global Office, Brussels
E  g.lissalde@gs1.org
W www.gs1.org/healthcare

Contact Details
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