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Disclaimer e

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.
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GS1 Standards '

GS1 for harmonised implementation of UDI ‘

Time for change is NOW... @

Contact details @
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GS1 - a global non-for profit standard organisation

over 1 million 25 industries served Barcodes scanned 112 Member
companies worldwide across 150 countries more than 6 billion Organisations
use GS1 standards times per day globally around the world
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A global system of standards to ensure visibility

EPC Serialized Global Trade termn Numbear

t GLN Global Location Number GTIN® Global Trade Item Number SSCC Serial Shipping Container Code

Identi
T e e [Ew] [ [om ] [ ] (o] (o] [ew]
[osee |

Capture: GS1 standards for automatic identification and data capture

GS1 BARCODES GS1 EPC/RFID

Capture
EANSUPC G51-128 ITF-14 G511 DataBar G571 DataMatrix EPC HF Passive EPC UHF Passiva
{0107E20123456T81
1m z1u: B (1720701127509
®
g Share: GS1 standards for automated data exchange
]
vy MASTER DATA GLN Registry for Healthcare®, Global Data Synchronization Network™ (GDSN®*) TRANSACTIONAL DATA aCom (EDH) EVENT DATA EPC Information Services (EPCIS)
Share = INTEROPERABILITY o
ITEM MASTER DATA LOCATION DATA ITEM TRACKING ORDERTO CASH TRACEABILITY nmum%rnaawu
(Purchase Order, Desfmlxh (Track & Tra Padi LW
Advice, Invoice Aul:llengefauon ras
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GS1 standards for
harmonized

implementation of
UDI
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UDI system and GS1 system

ubI ke st
system Static Data Machine
as Elements Reauhhl«_e
defined DI = Primary Data Carrier
by i Access Key sLinear
IMDRF Barcode
+ 551
DataMatrix
sBRFID
® 2 ® ®
¥ v
system
Identify Share Capture
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UDI in AIDC terms

uDI GS1 Standards

Unigue Device Identification I Product Ident;ﬁcatton

DI GTIN
Device Identifier (Dl} GIobaITrade Item Number

PI -;m

Production Identifier (P1) Application identifier (Al)
(If applicable) + Expiration Date Al(17) - e.g. 141120
i « Lot/Batch AI(10) - e.g. 1234AB
: « Serial Number Al(21) - eg. 12345XYZ
Pmducrian Fdennﬁer dam WH'I' wry bj.r mednm! dmce rype and manufacturer current pracnce

DI + PI UDI ‘ GTIN or GTIN + AI{s) UDI

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

H.E.L.P. Acetate Buffer pH 4.85 4 x 3000 mi

CA/GB Sodi tate buffer solution for use ONLY with extracorporeal 1 %0
H.E.L.P. apheresis ce mza mu "CI @
Caution: Federal Law {(U.S.) restricts this device to sale by or on order of a physician. 2 :

CA/FR: Solution tampon d’acetate de sodium destinée a une utilisation = o Dﬂ®
UNIQUEMENT avec aphérése H.E.L.P. extracorporelle _usr:-fugy e

sterile / stérile

End in-FREE and non-pyrogenic/ Ne ient pas d'end. ines et non-pyrogéne

SINGLE USE only, discard unused portion/ A USAGE UNIQUE seulement, jeter la portion inutilisée
DO NOT add any additives/ NE PAS ajouter d'additifs

NOT for intravenous infusion/ NON adapté a une perfusion intraveineuse .
ONLY USE if solution is clear and colourless/ UTILISER UNIQUEMENT si la solution est limpide et incoloré Article no.: 4113
ONLY USE if container and tions are not damaged/ Ne pas utiliser si I'emballage et les
jons sont é LOT| Batchno.: 0350214
Keep out of the reach of chi Conserver la ion hors de portée des enfants
@ Manuf. date: 2014-03-04
Sodium acetatex 3 HZO 27.22 g/l
Acetic acid 99% 6.82g/l 2 Expiry date: 2017-02-28
]
DIN: 02373807 Canadian Distributor:
Manufacturer: Chief Mediical Supplies Lid,

% 411-1Sth Street S.E.

= Calgary, Alberta T2E 8J7 Production site:

g Bl BRAUN B. Braun Avitum AG

Device Identifier (DI) B. Braun Avitum AG US Distributor: Kattenvenner Str. 32

34208 Melsungen B. Braun Medical Inc. 49219 Glandorf, Germany

“Static” portion ( Qo501 1)1 403041003553 Germany Bethleher,PA 18018-3524  Made in Gerrmany
GTIN (product
identifier) Production Identifier (PI)

“Dynamic” portion
_ Application Identifiers (e.g. serial, lot number & expiry date)
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NEW : EU specificity: “Basic UDI-DI”
for illustration only

Basic UDI-DI
Identifier o~
Before or after the supply

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

Level QrTY DI
UoU UDI-DI UDI Unit of Use In the supply Chain’ where
Base Pack 1 GTINA Base Package DI trade item 1D (GTIN) is to
nd 50 GTINB Package DI order, deliver, or invoice
3rd 250 GTIN C  Package DI
A4
GTINs
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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

GS1 Company Prefix Model Reference Number
Ny ... N; *i41 .-- variable length... %

Total length up to 30 characters

g TTTTTL
T

Example of Basic UDI-DI on regulated documentation:

- for medical device registration BUDL-PI: 51498541856M
- independent Of paCkaging lDatzl titl; IG'CP. Mocllel re;.
- never used in a data carrier number
+ GS1 implementation guide to be drafted in 2018-2019, based on the EU Commission
guidelines
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UDI Databases - USA and EU

Part that the U.S.
FDA UDI system

focuses on today...

EUDAMED

European Databank on Medical Devices
(as proposed by the European Commission)

Electronic ' Electronic Electronic Electronic Electronic Electronic
system system system system system system
on on on 2 on 2
Registration upI Certificates Vigilance Market Clinical
surveillance investigations
Medical d_evioesf IVD Device |dentifier ertificates issued _ o Measures taken Sponsors
ecunum_lcheratu si|| dataelements |Pby notified bodies sanous;ncldents by Member States re. || (& manufacturers)
incl. & _ devices presenting a description of:
Summary of Safety Information on Field safety risk to health & safety| | investigational
Pa:: Clinical certificates co m"‘g’ actions || b reyentive health device,
ormance refused ) _ rotection measures comparator,
(high risk devices) suspended Field safety notices || © purpopse ofCl
reinstated status of Cl
restricted
withdrawn Fl
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2
Managing data and global standards: P e
Global Data Synchronisation Network (GDSN) Share
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MANUEAC TURER

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
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Time for change is
NOW ...
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Developments and requirements for UDI e

; Qatar m-; S5.Korea Japan

U.S.A. % China ;
. Rt
I E ol Chinese

Saudi L?;ndia Taipei

Arabia *
* Singapore

- ' Brazil

g
Vi Australia

Argentina



GS1 key to implement requirements on medical

devices

Accredited as UDI
Issuing Agency by
the US FDA

Mandated by
ANMAT for
traceability of
certain devices in
Argentina

999%p of medical
devices identified
with GTIN in Japan

£3 million on
average saved each
year in every NHS

hospital in England
Lord Carter interim report, 2015

UDI assigning
entities listed in the
EU MDR

91,8% of devices
identified with

GTIN in Turkey

Turkish National Drug and
Medical Device Databank
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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

HOSPITAL / PROVIDER

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 e

- 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

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



34th Global GS1 Healthcare Conference

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

Contact Details

Géraldine Lissalde-Bonnet

Director Public Policy

GS1 Global Office, Brussels
E g.lissalde@gsl.org

W www.gsl.org/healthcare
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