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@1 Disclaimer

GS1 is an Issuing Agency for the US FDA Unique Device ldentification Rule of
September 2013. Neither GS1 nor its member organizations nor their staffs have
real or apparent authority to speak for the FDA or grant exemptions. GS1 offers
advisory services focused on the GS1 standard after a suppliers staff including
its internal regulator 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,
GS1 member organizations and GS1 staff assume no liability for members
actions taken upon its advice.
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: GS1 1 an international standards

organization

Not-for-profit
111 Member Organisations
Over one million user companies
(from SME to global companies)
Member driven
150 countries served; 20 different domains
2,500 people helping us
Over 6 billion transactions a day
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. GS1 Healthcare - avoluntary, global
Healthcare User Group

To lead the healthcare sector to the successful
development and implementation of global standards
by bringing together experts in healthcare to enhance

patient safety and supply chain efficiencies.
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GS1 in Healthcare: global system of
standards to ensure visibility

IDENTIFY: G5S1 Standards for Identification
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KEY CHALLENGES

For the industry

UDI é ALabelling
ADatabase elements and
DATABASE maintenance
UDI é A What are the U.S. FDA
LABELLING GUDID requirements ?
A How do the GS1 GDSN
support the
UDI é AWnhat are the U.S. FDA ILTDpIISmeBtatI%n the
UDI labelling atabase”
?
WHAT" 5 requirements ?
WHERE? AWhat is the GS1 AIDC
WHEN? translation of UDI?

AUDI: purpose
AUDI: scope

AUDI: global
developments

© 2014 GS1



@1 UDIT purpose

A common, worldwide g,
system for product TN
identification should e

eliminate differences
between jurisdictions and
offer significant benefits to ‘
manufacturers, users and/or o
patients, and regulatory

authorities.
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@1 UDI - scope

Varies from regulator to regulator i follow GHTF definition?

High risk o
’ %

W

Low risk

© 2014 GS1 SOURCE: MedTech Europe,2013 8



@1 Establishing a UDI System

1.Assign a globally unique standardized identifier to
devices

2.Place UDI on the label in both plain text (HRI) and
In an appropriate form of Automatic Identification
and Data Capture (AIDC)

3. Directly mark (DPM) those devices which are
Intended to be reused or reprocessed

4.Submit data related to
UDI Database (GUDID)

) IR
5. IMPLEMENTATION B e
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@1 UDI system at a glance

GUDID

AlIDC

Machine
Readable
Data Carrier

| imear
Barcode

(551
CataMatnx

*RFID

Static Data
{Static Data) Elemaents

=Pl « D1 = Primary
{(Dynamic Access Key
Data)

Unique Device Global Unigue Automatic
|dentification Device |dentification |dentification and
Database Data Capture

DI = Device ldentifier

Pl = Production Identifiers (i.e. lot/batch no., serial no., expiry [use by] date, date of manufacture)
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Roche UDI Video_EN

@1 AUDI o 1 mpl e méunktya

Requirements as applicable:
TITUBB
A Implementation since a few years.

A All medical devices which are reimbursed are identified and marked.
Approximately 2.5 million approved medical devices in the Turkish database.

A 91.8% identified with GS1 GTIN (Global Trade Item Number).

Open point(s)/lupcoming dev.:
A MoH is working on a new project called UTS (Product tracking system) which
will replace current system TITUBB.

A The main aim is to track products from manufacturing facility until end
customer.

A Since September 2014, workshops with the industry to collect and give
feedback to build the new system.

A New system is planned to be go-live on June 2017.

12
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@1 NHS Procurement

DZpartment
of Health England

nNWE WI LL MANDATE
CONTRACTS THE USE OF GS1
CODI NG I N THE |

A Procurement Development

Programme for the NHS



https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/226835/procurement_development_programme_for_NHS.pdf

SILZ
ZINS » *

@1 NEHTA supporting the move KN
towards UDI

A NEHTA Supply Chain Programme supporting implementation
of the 3 UDI patrts:

A the identifier : using GTIN and relevant Als (expiry date, serial
number, batch/lot number)

A the data carrier : recommanding to be in line the GS1 AIDC
Healthcare Implementation guide

A the UDI database : NETHA is working with GS1 Australia to ensure
that the NPC is aligned with all UDI requirements

A Ready in the market tojimplement UDI

14
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®
. Cesg ANMAT
Administracién Nacional de Medicamentos,

Alimentos y Tecnologia Médica

A The first regulation requiring traceability for medical
devices 1 with short timelines!

A February 2015: defibrillators/cardioverters, electric
stimulators for cochlear hearing, intraocular lenses,
cardiac pacemaker, breast internal prosthesis;

A August 2015: vascular coronary endoprosthesis (stent),
hip prosthesis, and column prosthesis.

A GS1 standards required: GTI

15
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®

1 The need to align on a global UDI
framework

A Itis crucial that regulators around the world align
on the IMDRF Guidelines and ensure consistency
when setting-up regional or national UDI system

A This would ensure :
A highest levels of patient safety beyond borders
A harmonized identification systems for medical
devices globally
A allow for consistency in UDID across countries

16
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GS1 Standards help save Ul1.1 million at

NHS Leeds Teaching Hospitals (UK)

Issue(s)

A Increased pressure to improve patient safety and save costs in
hospitals

A Suboptimal management of inventory of medical devices at the
hospital 6s Céntret hopaedi c

A High stock levels and system integrity problems arising from
consignment stock and vendor-managed inventory

Solution

A Implementation of an inventory control system through GHX
A Implementation of GS1 Standards, including GTIN, GS1 BarCodes

NHS Leeds Te{achir_1g Hospita! T and GDSN
a 2,500-bed university hospital in
theUK-Europeds | ar|g Results

university hospital Savings through consignment stock reduction: 1600k

Savings through elimination of excess stock: U500k

A Reduced consignment stock, which reduces process and write-off
costs for the supplier and the hospital

A Reduced obsolescence through stock visibility, stock rotation and
stock levels that ensure usage within expiry

A Reduced emergencies thanks to improvements in forward

A

demand/stock planning
Reduced cost of carriage as stock delivered on efficient lead times
and using scheduled deliveries 17




e
@1 Business case in Netherlands —

A Reduced inventory levels

A Reduced obsolete stock
Patlent safety and efficlency

. . . In the ting theatre

A Simpler, faster ordering, delivery and maiskcoiniohin
billing process
A Accelerate recall procedures
A Effective use of consignment goods
A Costs captured per patient
A Fewer errors and manual actions @
1 |

www.gsl.nl/samenzorgen/traceerbaarheid.html
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1 GS1 endorsed by 60 stakeholders

: Global Healthcare Stakeholders
1 Support the Adoption of GS1 Standards
GS1 Global Standards can bacome the ONE Linguage of choice far supply chain mar
and dectronic commerce in Heakhcare and can improve patient safety, patient co
and wil support electronic heakh records. GSt Global Standards ensure compati

Imeroperability of supply chain solutions, not anly within an crganisation but alsa
country, region, and across sectors and borders.

Global Healthcare Stakeholders
Support the Adoption of GS1 Standards
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2 @‘
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Global Healthcare Stakeholders
Support the Adoption of GS1 Standards

The McKinsey white paper clearly lays out the case for giobal standards In Health
encourage all industry stakeholders workdwide, induding manufacturers, distributors,
and regulators 10 adopt the GS1 global Systemn of Standards and realise Improved path
and reduced overall Healthcare costs.

TheGS1 effectiy d
framework to manage supply chain hhnnnhn. The undersigned orga
strongly endorse and support GS1 usage and implementation.
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KEY CHALLENGES

For the industry

UDI é ALabelling
ADatabase elements and
DATABASE maintenance
UDI é A What are the U.S. FDA
LABELLING GUDID requirements ?
A How do the GS1 GDSN
support the
UDI é AWnhat are the U.S. FDA ILTDpIISmeBtatI%n the
UDI labelling atabase”
?
WHAT" 5 requirements ?
WHERE? AWhat is the GS1 AIDC
WHEN? translation of UDI?

AUDI: purpose
AUDI: scope

AUDI: global
develoments
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@1 Long expected é

The final UDI rule of the US FDA of September 2013
GS1 was accredited as first issuing agency by the FDA

© 2014 GS1

b(_»li.»,-'. wivw 138 Qov/ Medic 31D

File Ldit View Fovortes Tooks Help

Accredited Issuing Agencies

—p———— - g
Repuls O - Cngliwxmxtldmdnn'o *

An issuing agency is an FDA-accredited organization that operates a system for assignment of UDI
final rule permits multiple issuing agencies and provides a process through which an applicant woul
iIssuing agency.

Applicants seeking initial FDA accreditation as an issuing agency shall notify the FDA via email at u|
FDA has accredited the agencies listed below:

1. Firm Name: GS1
Address: Princeton Pike Corporate Center, 1009 Lenox Drive, Suite 202, Lawrenceville, N
Contact Person: Siobhan O’Bara, Senior Vice President - Industry Engagement
Phone: (609) 620-8046
Email: sobara@gs1us.org
Web Site: http://www.gs1.org
Date of Initial Accreditation: December 17, 2013

Initial Accreditation Granted through: December 17, 2016

21



@1 Compliance Dates m'frqi g&,’

Implementation (compliance) timeframes i all September 24:
A2014: class Ill and devices licensed under PHS Act
A2015: class I/l implants and life-supporting/sustaining
A2016: rest of class I

A2018: rest of class |

For Direct Marking:

A Compliance dates are extended by 2 years

ANOT class II/l implants & life-supporting/sustaining: still in
2015

22
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1 0
The US FDA UDI Rule Qii <

. REhZ
In general: .&?"\}.\ﬁ

A The label of EVERY medical device (including
all IVDs) must have a UDI.

A EVERY device package (contains a fixed quantity
of a version or model) must have a UDI.

A Any other approach is an exception to or alternative
from these requirements.

G

* Section 201(k) defines 'label as a display of written, printed, or
graphic matter upon the immediate container of any article...

23
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@1 UDI system at a glance

GUDID AlIDC

Machine
Readable
Data Carrier

| imear
Barcode

(551
CataMatnx

*RFID

Static Data
(Static Data) |, Elements

=P
{Dynamic
Crata)

« D1 = Primary
Access Key

N

Unique Device Global Unigue Automatic
|dentification Device |dentification |dentification and
Database Data Capture

DI = Device ldentifier

Pl = Production Identifiers (i.e. lot/batch no., serial no., expiry [use by] date, date of manufacture)
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@1 1. Assignment of identifier

A Assign Device ldentifiers (DIs) to all
devices

AOne DI can only identify a single model or
version

AA Dl is forever i it can not be reused

Aln principle follow the assignment rules of
Issuing agency 1 FDA defined a few rules

Healthcare GTIN Allocation Rules

when a new DI needs to be assigned: T
A For new version or model
A New device package
A Re-label of device

http://www.gs1.org/1/gtinrules/index.php/p=static/t=healthcare " 55
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@1 UDI number %m(I"DS

A Develop UDI number based on 1ISO 15459
A
A US FDA has accredited issuing agencies: GS1, HIBCC, ICCBBA

A Created and maintained by the manufacturer

A Device Identifier (DI) Static : manufacturer, make, model,
catalogue number

A Production Identifier (P1) Dynamic : serial number, lot number,
expiration/manufacturing date

A Phase out national numbering system (NDC/NHRIC)

26
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@1 UDI in the GS1 system of standards

e UD I Il n GS1 i1 denti fication ter

1 11l
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