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Standards Implementation/ Regulatory Affairs

@

Why are we together ?

Regulations can be a hurdle to implementation...
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Why are we together ?

Single Health e-Catalogue
The Big Picture

A Phased Approach - Phase 1
18th October 2005

Regulations can accelerate implementation
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e Product identifier

@

Data e Lot no., Expiration date

e Unique identifier (""Serialization")

e EtcC.
|
= Bar Code T
Carrier e RFID "Chip" +$E1371W9 “*r’
e EtcC.

e Hardware to decode ("read")

e What data is included
Standard - How data is organized

e How to decode data

@
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What do we intend to do?

Assemble a team

Plan deliverables and milestones
Do the work

Measure progress

Produce results
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Team Volunteers

@

Amgen

Cofares

GS1 France

GS1 Switzerland
GS1 UK

Boston Scientific
Hospira
Johnson & Johnson
Medtronic
Novartis

Premier
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@

Member Org Medical Devices

GS1 France Boston Scientific
GS1 Switzerland Hospira

GS1 UK Johnson & Johnson
Pharmaceutical Medtronic

Amgen GPO and Distribution
Hospira Cofares

Johnson & Johnson Premier

Novartis

Are we balanced ?
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What do we intend to deliver ?

Let's look at the HUG mission and vision...

Our mission is to lead the healthcare industry to the
effective utilization and development of global
standards with the primary focus on automatic
identification to improve patient safety.

Our vision is to become the single source for
regulatory agencies and trade organizations
(manufacturer, wholesaler, hospital and pharmacy) to
seek input and direction for global standards in the
healthcare industry.
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How can we be effective ?

Let’s look at the past....
In October 2001, HIDA declared EHCR is dead

(EHCR)
Efficient Healthcare Consumer Response
Is now replaced by
Electronic Healthcare Record
(EHCR)
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Gary Hartley
Manager for
strategic initiatives

GS1 NZ

Scannable technology —H

Bar coded pharmaceuticals save lives

Research shows machine-readable product identification is key to preventing medical
errors, improving patient safety, helping combat counterfeiting and lowering costs
throughout the health sector. But GARY HARTLEY argues New Zealand has fallen behind
the rest of the world in mandating bar codes on pharmaceuticals.
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GS1 Staff suggests creating an Implementation Guide

EANSUCC

| | HDMA Guidelines
Global Identification for Bar Coding in the

Pharmaceutical Products Supply Chain

and Communication Standards
for Australian Healthcare

DRAFT 4

Woluntary Application Guidelines|

For the harmonisation of identification and
product labelling standards within the
European Pharmaceutical Industry

Based upon the application ofthe EAR.LICC
System of identification and symbolisation (har
coding and RFIDIEPC) and eMessaging

Prepared by 'Task Force'

hManufacturers, Preswholesalers, Wholesalers and
FPharmacists' representatives in Eurape together
with EAN International

Yolume One of Three
December 2004

©2005 GS1
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How would our Guide be unique ?

@

*MVP-Seattle
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Can the same guide apply to drugs and devices?  *Newsweek
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“It’s not about the bar code, it's about the data.”

@

The Global Language of Business

-- Karen Longe

OVERALL BENEFITS: Improving efficiency & visibility in supply and demand chains

GS1 SOLUTIONS & SERVICES USING GS1 STANDARDS
Solutions: POS / Inventory Management / Asset Management / Collaborative Planning / Traceability
Services Global (GSMP, GEPIR, Global Registry, Training and Accreditation) & Local (e.g. Certification, Implementation, Training)

[ @1 S')!Smm - Integrated system of standards

@1 BarCodes ** @1 eCom™

Global standards Global standards The environment Global standards
for automatic for electronic for global data for RFID-based
identification business messaging synchronisation identification

EPCglobal ®

..... y GS1

4

Rapid and accurate, Rapid, efficient SELLET L More accurate,

item, asset or & accurate business reliable data for immediate and cost-
location data exchange effective business effective visibility

identification transactions of information

GS1 Identification Keys (e.g. GTIN, GLN, SSCC, GRAI, GIAI, GSRN, EPC) )
& Attribute Data (e.g. Best Before Date) -
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How can we be effective ?
Let’s look at the past and near present. . .

Product packaged and labeled for target market

UPC for US
EAN for Europe
FMCG bar coding for healthcare
Meat packing for healthcare
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How can we be effective ?

Let’s look at the future....

ETHICON ENDO-SURGERY, ing,

IFNHRAR"
1 ENDOPATH R o2 FOyh—
Bladeless Trocar ZHEUF 4 RAU—=T (1FA)
with Stabllity Sleeve e

Trocart sans Lame
avec Chemise de Slabililé

Trokar ohne Klinge
mit profilierter Trokarhilise

00 18266V

Trocar senza lama

g con cannula di stabilizzazlone - :9
s L.
Trocarte sem Lamina ’
com Cénula de Estabilizacdo 100 mm =
Trécar sin hoja QI [”jiﬁjj
t:_I con canula establlizadora S
Lennmetloze trocar BLADELESS
mel stabiliteltshuls iaaeie
REF
Q) 512NT
A\ 10/12 mm Bladeless
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How can we be effective ?
Let’s look at the future....

Create a work plan this week to define scope,
objectives, and deliverables.

Know when we are done.
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Contact detalls

Jackie Rae Elkin Tom Werthwine
Medtronic Johnson & Johnson
T 001 763514 5306 T 001732524 1047

E jackie.elkin@medtronic.com E twerthwi@corus.jnj.com

The global language of business
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