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Smiths Group plc consists of the following divisions:

Aerospace ¢ Detection « Speciality Engineering « Medical
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Smiths Medical is recognised worldwide for the following product brands and trademarks:

Portex * Level 1 « Deltec « Graseby « Pneupac « BCl « DHD « Medex
Bivona ¢ Wallace « Acuvance ¢ Blue Line ¢ Hotline « Cozmo
Gripper Plus ¢ Mini-Trach « Needle-Pro « Pro-Vent « Snuggle Warm
Surgivet « Softseal « Thermovent « Vocalaid

Smiths Medical product range consists of the following healthcare specialities:

Airway Management « Pain Management « Needle Protection
Arterial Blood Sampling « Critical Care Monitoring
Hospital and Ambulatory Infusion « Vascular Access
Assisted Reproduction « Surgical Drainage  Insulin Infusion
Patient Warming ¢ Respiration & Ventilation ¢ Interventional Imaging
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HUG

Smiths Medical-
committed to you

Smiths Medical offers market-

leading solutions in two major areas:
Critical Care and Medication Delivery
& Patient Monitoring.

These two areas cover everything
fram airway management, pain
management, needle protection,
arterial blood sampling,
temperature management,

critical care monitoring, hospital and
ambulatory infusion, vascular
access, in-vitro fertilisation, surgical
drainage and insulin infusion.

Qur commitment to you is o
consistently deliver on quality, value
for money, safety and product
performance

www.smiths-medical.com

Smiths Medical - a subsidiary of Smitha Group pic Tﬁ’
Head Ofice: 745 Finchley Road, London NW11 BDS UK.
Ted: ~4810/20 B458 3232 Fax. 4410120 B201 9024

Smiths Medical International Ltd
Hythe Kent Englad CT2161L
Tel: +44]011303 280551 Fax- +4£]0]1303 266781
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Smiths Medical is

also committed to
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GS1 HUG™ QOrganisation

oordination

GS1 HUG™ Co-Chairs

Rich Hollander, Pfizer & Volker Zeinar, B.Braun

Membership

Volker Zeinar (B.Braun)

Jim Willmott (Smiths Medical)

EPC Global
HLS BAG

Global

EHI

Europe

GS1 MO'’s

Local

Communication

and Coordination
Rich Hollander (Pfizer)
Jim Willmott (Smiths Medical)
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@1 Communication and Coordination
HUG

Objectives:

Lead and organise internal and external communications of the HUG to
establish the HUG as the leading voice in the area of automatic data
identification in the Healthcare Industry.

Scope:

* |dentify key areas for which we establish recommendations and end-users to
address

* Build Communication and Coordination infrastructure

Deliverables:
* Communication strategy
* Press releases
* Newsletters
® Structure and content of website
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GS1 Website:

Worldwlde Sites | Login to GS1 Online

1 The global language of business m—

| ABOUT GS1 | PRODUCTS & SOLUTIONS | SERVICES | SECTORS | CONTACT GS1

Worldwide Sites | Login to GS1 Onling

1 The global language of business ——

HOME | ABOUT GS1 | PRODUCTS & SOLUTIONS | SERVICES | | CONTACT GS1

UCCnet and Transora finalize unification: 1ISYNC™ is formed w -‘ﬂ -
August 15 2005: GS1 US™ announced the completion of the process to unite Use the following links to find out more Hor Sectors > Healthcare

UCCnet and Transora, two leading providers of data pool services. The new, about G51's products and services:

combined company, called 15YNC, will eperate as a not-for-profit subsidiary of g L Earinre

GS1 US, formerly the Uniform Coede Council, to more effectively help companies . S:;c:r;?;\tucsatlcuator L Healtheare Healthcare

realize the value of data synchronizatien through the Glabal Data . GﬁN Rules - Defance GS1 is the leading global standards organisation in the healthcare industry. In 56 countries

Synchronization Network {(GDSN).

worldwide, GS1 standards have been chosen to identify pharmaceutical products uniguely. Major

GLN Rules - Transport & Logistics
regulatory bodies including in the US, Japan and the UK have endorsed them.

= Visit the 1sync website

Training & Education

. GDSN GS1 standards improve patient safety and reduce costs in the healthcare supply chain.
. GSMP Automatic product identification on all product levels and full traceability ensure a safe and secure
Healtheare industry works together to improve patient safety « EPCglobal Tnc supply chain by providing greater visibility, accuracy and velocity for the benefits of all parties
- - i - - 2 ‘ involved.
GEPIR

July 20 2005: Leading global companies from the pharmaceutical and medical - . . . = . .
device industry have formed a glabal GS1 Healthcare User Group (HUG). Its g Preventing medical errors and combating counterfeiting are top-of-mind cencerns facing the
objective is to lead the utilisation and development of global standards for the Realthcare sectori—G51 standards help 0 solve these siies.

healthcare industry, with the primary focus on automatic product identification The global Healthcare User Group (GS1 HUG), consisting of members from the leading

to improve patient safety. GSMP World Wide Fall Event 2005 pharmaceutical and medical device companies, leads the healthcare industry in the effective
GSMP - the global collaborative forum

utilization and development of global standards with the primary focus on automatic identification

Marriott San Mateq, Calfomia to improve patient safety.
October 24 - 28, 2005

= Download the full Press Release (pdf)

The main focus areas for the HUG are the following: prevention of medical errors, product
authentication, tracking and tracing and increasing total supply chain efficiency.

For more information and latest developments in healthcare please contact Ulrike Kreysa at
ulrike.kreysa@gsl.org.

- -

claimer/Copyright | Privacy | Sltemap | Contact webmaster

(www.gs1.org)
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HUG

GS1 HUG™ Website:
GS1 Healthcare User Group

Mission and Vision

Find out more about the HUG:
Qur mission is to lead the healthcare industry to the effective utilization and development of global standards with downioad the HUG brochure
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.

Future Meetings

Join GS1 HUG News
To join, please contact Ulrike Kreysa at ulrike. kreysa@asl.org, 16 March 2005: The most recent HUG newsletter has just been Mext HUG Meeting
published. Find out about recent developments in the HUG, new work 21 - 23 March 2006
+ \iew list of existing members teams and regional activiites in South America. Rome Marriott Grand Hotel Flora
+ Find out more about the HUG Rome, Italy
°- e e ‘iew meeting datails

(www.gs1.org/hug/)
©2006 GS1
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1

Healthcare

Home About Meetings Work Teams

GS1 Healthcare User Group
About
Welcome .

Join GS1 HUG
News
Charter
To join us, contact Ulrike Kreysa at ulrike.kreysa@ags1.org. Members of the HUG should:
Members el :
# have a global position in their company
Workolan » have the agreement of their management for their engagement
p e be actively involved and participate in the work of the HUG

T ® be able to represent the strategy, opinion and experience of their company regarding product

onta

identification and e-commerce in the supply chain

be business process orientated experts who are well-connected within their organisation
« be familiar with GS1-Standards or at least have an overview about G51-Standards
 be able to promote the developed global standards throughout their organisation

Members
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Members
‘Organisation Representative
3IM Alfons Rathmer, IT-Director Europe & MEMA
Bernhard Geissler, Manager European Centers of Excellence Packaging Engineering
Abbott Steve Siers, Global IT Director
Alcon Laboratories ‘Grant Hodgkins, Global Product Data Manager
AMGEN Lewis T. Kontnik , Director, Brand Protection/Business Continuity
Astra Zeneca John Morgan
B. Braun Volker Zeinar, Global Supply Chain Expert
Baxter Peter Tomicki, Global Packaging Enginesr
Jerry White
Bob Houin
Uwe Klzener, Global e-commerce director
BD Dennis Black, Director e-Commerce

Boehringer Ingelheim GmbH
Boston Scientific

Cephalon

Cook

EGA [European Generic Medicines Association )

GSK

Grupo Cofares
Hospira

Johnson & Johnson

Johnson & Johnson (Europe)
Medtronic
Merck

Merck Germany

MNACDS

NHS

Movartis Pharma AG
Olympus Medical Systems
Pall Medical

Pfizer

Pharmdata s.r.o.

Premier Inc.

Procter & Gamble

Public Health Agency of Canada (PHAC)

Smiths Medical

Dirk Damen

Rainer Kirch, CDept. International Logistics

Bill Cooley, Director, Global Supply Chain Programs

Brizn Brown, Senior Manager Commercial Operations

Claes-H. Waller

Rene Kappers

Bruce Cohen, US Packaging Services

Kevin Gagnon

Luz Lewin Orozeo, Technical and Quality Director

Laurie Hernandez, Vice President of Strategic Marketing.

Brett Movak, Marketing Manager, Specialty Pharmaceuticals

Tom Werthwing, Manager, AIDC Technology and Industry Standards
Edgar Dzwil, PSGA Tech Ops - Manager Package development Pharmaceuticals and Biological Products
Janice Kite

Jackie Rae Elkin, Regulatory Compliance Manager

Stephen G. Hess

Jeffrey Sesley, Associate Director Distribution Packaging

Dr.Thorsten Clajus, Assistant Manager, Central Warehouse Department
Christina Schuetze, Supply Chain Management - New Products
Stephen Perlowski, VP Industry Affairs

Richard Haigh, Connecting for Health

Scott Cameron, Head of GSCM Information Mamt

Masakazu Gotanda, General Manager (RE&D)

Brian Stripp

Karen Peterson, Sr. Director, Global Labeling and Quality Services
Rich Hollander, Senior Director, Global packaging

Mark Walchak, Senior Manager, Global Package Technology and Testing
Josef Simacek

Joseph M. Pleasant, CIO

Bob Weston

Camille Madeira

Liza Belzak

Vaughan Hennum, Global Applications Manager

Jim Willmaott, Group Labelling Manager
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1

Healthcare

About >
Welcome
News
Charter
Members
Workplan

Contact

GS1 Healthcare User Group

Home About Meetings Work Teams

News

Announcements

+ D5 December 2005: The third meeting of the global GS1 Healthcare User Group (HUG) took place in Princeton (US) from 2% November - 1 December 2005.
View meeting summary.

s 28 September 2005: Yesterday two industry co-chairs were elected by the HUG work team leaders, one from a pharmaceutical company, one from a medical
device company. Rich Hollander (Pfizer) and Volker Zeinar (B.Braun) will represent the HUG group towards third parties.

* 16 September 2005: The most recent HUG meeting took place in Brussels from 13 - 15 September 2005. View meeting summary.

Press Releases

+ 18 November 2005: Patient safety is the focus of the healthcare industry and regulatory bodies. The second meeting of the global G51 Healthcare User Group

(HUG) focused on gaining an understanding of global regulatory requirements regarding patient safety as well as reporting progress the group has made since the
kick-off meeting in May. View full press release.

* 18 July 2005: Healthcare industry works together to improve patient safety. Leading global companies from the pharmaceutical and medical device industry
have formed a global GS1 Healthcare User Group (HUG). Its objective is to lead the utilisation and development of global standards for the healthcare industry,
with the primary focus on automatic product identification to improve patient safety. View full press release.

Newsletters

¢ November 2005 / No. 1

11
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GS1 HUG™ "Homepage ":

800

mHITs (HUGS)

700

600

October

November December January

February
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@1 Communication and Coordination
HUG

GS1 HUG™ "Total Website":

18000

mHITs (HUGs)
16000

14000

12000
10000
8000
6000
4000
2000 I
0 [ ] — I =

June  July Aug Sept Oct
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G51 HUG: Homa
Join GS1 HUG. To jon, please contact Uinke Kreysa at
l.il:el:reg-sa@gs'l org. View kst of existing members - Find out more about
the HUG. hews ...

e 2an-int.ong'nugy - Bk -

G51 > Products & Solutions

The mession of the GS1 HUG™ 5 10 l=2ad the healthcars industry 1o the
effective ... For more information please see the GS1 HUG™ webaite
ween.gs ).org'hag. ...

e ean-int. orgl products sohutions/patient_safety! - 10k -

Pharmexci-Communication ho. 2

The GS1 HUG i3 developing, promaoting and smplemanting a global industry
’ response for solutions for preventing medical emmors, combating counterfeits
werat.pharmexci
d - Samia

comiv 1/as pxicommunicationd.aspx - 33k -

g

Phasmexcil-Circulars from ihe Govemment

G51 HUG Mewsietter, For Information Omly. 5. 15th Dacember, 2005, Drugs
Controler General of India, Ministry of Health, New Deihl, import of Drugs
wees phammexcil. com'v 1/ aspx/Circularsgovt.aspx - 42k -

Simi

M WindOWS [POF] BAR CODING OF MEDICAL DEVICES

File Format: PDFAdobs Acrobat - View as HTML
formed the global G51 Healthcare User Group (G51 HUG ... Healthoare
Industry works together to improve patient safety, GS1 HUG, 18, July 2005,

WAL AMETE, Org. T s emananal 2008/ 3% 20febdoc s (PG 112, pdf -

Safari o

GS1
Fatient Safety Focus of GS1 HUG 2nd Mesting by WebAdmn/GS1

{Movember 21, 2005). Subscnbers Asked To Update Data Oniine by
mmc.s-upn {Janualy 3, 2[:05}
whens.gs Tph.ongl - 34

Firefox
Food and Pack. : ine and information source for ...
Visit weew.gs 1.0rg/hug to beam more about the G51 HUG™ and to find out
how you can participate and benefit. FADP. \With Pfizer since 19480, Rich
Hollander

has .
m1da’511'f5"1"1 :J"a?s-FP.'sz;\'m&a 18 - 27k -

(= [ tyraenntis . Gamila

=
w | Intornet S5
o £
Explorar ) Uonnect
€ G51 HUG™ Healthcare Users Group, Bar Codes & eCommerce. CF
Global Product Classification (GPC), Data Synchronization ...
164, 108,48 127 /dnn_ucon/Default. aspx?
1&1""&1'11ll Dy“aﬂ’ﬁ‘:zﬂuffb""ﬂ’l‘:&z‘uﬁlgﬂ"ﬂa - 101k - 27 Fab 2006 -
- Shmila

LiConnect Agenda

T2 G51 HUG™ Healthcare Users Group, Bar Codes & eCommerce. C5:
Package Measurement Rules (How Ta), Bar Codes & eCommerce ...

164, 108,48, 127 dnn_ucon! Default. aspx?

tabname=} Dy"aﬂfﬁmm""v1ﬂzmgn"aa&l|1n'=s1a"cla'|:|s parcodes -
101K - 28 Feb 2006 - - Samilar

G51 Indonesia
G51 HUG saat il mempunyal 34 anggota terdin dan manufakiur, remah
Sakit, ... G51 HUG bekena terus untuk meningkatkan performance supply
chain healihcare ...

weaens. g3 1. o0kl articledanticle. php id=30 - 13k -

Try your search again on Google Book Search

14 ©2006 GS1
"'T B EE | T REE 1T &I BEEE ' &' B BE



15

Communication and Coordination

o
HALIHE

| ENERAN | WRER | D |

:r-ffH :E?JI i

T*REH
« EPCR_IMTEN

« EEARDMAETSER
» ARBMAFDLSEN
w MEAWE S N

= RFID®F 4085 Sl

EEMN

[ Rmpin| AL &
EIFRL RS AR
S L]

RFDT R RRE
LA LTREnE -

W ZRRFIDF NSGH-
TSI (R ¥ 0 RO
[EXEr SR RE
CREEWEOR SRR
S mmeciGascad -

Argentina

b INTERNACIONAL

INGRESE AQUI

DATA .COD
ce(alagg Electrénico

Cursos  Eventos  Descargas  Inscripclones  FAQ  Consultas  Contactos

Solucion Mundial

ASOCIACION ARGENTINA DE CODIFICACION DE PRODUCTOS

= Todo lo que sucede en el mundo de la tecnologia

= UCCnet y Transora finalizan su unificacién: 1SYNC™ ya es un hecho

Estados Unidos, Agosto de 2005

GS1 US™ anuncid la finalizacidn del proceso de unificacién de UCCnet y Transora,
dos proveedores lideres de servicios de alineacién de datos (catdlogos
electrénicos). La nueva empresa, llamada 1SYNC, operara como una entidad sin
fines de lucro subsidiaria de GS1 US, antes conocida como UCC o Uniform Code
Council, y tendra como objetivo principal ayudar mas efectivamente a las
empresas en la valoracion de la sincronizacién de datos a través de |a GDSN (Red
Mundial de Sincrenizacién de Datos).

http://www. 1sync.or

« La industria de la salud trabaja en
los pacientes.

Bruselas, Julio de 2005

Empresas lideres mundiales comercializadoras de aparatos y dispositivos
farmacéuticos y médicos han formado el Grupo de Trabajo HUG (Helathcare User
Group) con el fin principal de liderar la utilizacidn y el desarrollo de estandares
globales para |a industria de la salud, poniendo principal foco en |la automatizacién
de los sistemas de identificacion de productos/articulos para mejorar la seguridad
de los pacientes.

para la i de

Descargar gacetilla de prensa (pdf’

+ GRS A 20
+ NCREE B I RFIDEL T 5

o WRENDE | AFDMEMEN o S F0R o MRA o EX

ameRE o NPT
+ GHMILTREENEEARA LR kil
GHIETRTHEEREEENAREN

el WM () TRRE - ARDKMEN SRS 2005818

11581 PRS- ENMEN T~
'f‘i‘ﬁﬁ&ll’?‘i'mﬁlﬂ HUG), EI., Jlﬂll’l‘["h*flill&ml ImnEE WK
ExAnRANEA MR, UERMAREES,
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HUG - Healthcare User Grou

Les principales multinationales de l'industrie pharmaceutique et des dispositifs
meédicaux ont formé au sein de G51 un groupe d'utilisateurs a I'échelle
internationale. L'objectif de ce groupe est de pousser 'utilisation des standards
internationaux GS1 dans les industries de produits de santé, avec comme
premiére étape l'identification automatique des produits pour améliorer la
sécurité du patient.

C'est |la premiére fois que les majors de la santé se regroupent autour d'une
solution globale d'identification automatique des produits au bénéfice du
patient.

Parmi les autres axes de travail qui sont abordés : la réduction des erreurs
médicales, I'authentification des produits, |a tracabilité des produits et
I'amélioration de la gestion de la chaine d'approvisionnement.
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1

Hungary

51 Launches Giobal Traceabitly the valce
Gtandnnd of
Bejelentkezés GLN: Jelszé: & T Gyorselérés: | valasszon... @ ,."._,.2:' o L philippine business
M, krol GS1 vila GS1 rend: Tudasbazi isztracié altata otiitudial o |
agunkré vilaga rendszer Conommis e Tochesd
ot el GE1 Dervelops Hirw Giotial
e G51 Spain Launches £1°C
Féoldal -» GS1 viliga -> Hirek -> Szektorialis ajanlasok ™ H U Group {HUG) mas heid an 13— Bompetance Coni.
2005 In Brussas q [ G510 7.0, Reader Now
Hirek A HUG tavaszi iilése Romaban (2006 .02.20 £¥pibocytaquimmsani repacig st ey 1 vl wow E;Gwﬂ e
G51 ervezet A GS1 globdlis nyomon Kivetési elveinek kizzétételét kovetben az egészségiigyi szektarban a GS1 szabvnyok Business Action Geou
licals it s t (HUG) t ls tekinti i kavethetdség helyzetét iyl
Aot alkalmazéit tamoritd csoport (HUG) tavaszi Glésén attekinti a nyoman kavethetdség helyzetét az egeszségiigy Agancy for . Evai 1, thet USA, ; c’“ m‘“‘“‘m“’“"
teriiletén. tovabb >> D i ol
GDSN | e-kereskedelem Wl S pios frblie v d
EPC / RFID o P " 0 10 axcrange ANRITC o
A G5 1 bemutatta 4j mintaprogramjat a Vamiigyi Vilagszervezetben (2006.02.20 ,..,mnm"mmwm,,m“ otk o1 e HIUG Brward oy worry DRONDERCE
Alis ajaniasok A Vamigyi Vildgszervezet képviseldi kedvezen fogadtik azt a GS1 kézremikddésével folyd mintaprojektet, bl i
Esemenyek amelynek célja az SSCC egyetlen konszignacios referenciaszamkent valo hasznalata a vamszervek szamara. - el
10 G5 1 Mombar
Kapesolatak tovibb »> gusaiory . [ ensuring
EAN Hirek GS1 viliga - 0l Hegi
cam o agp
A hamisitas elleni harc a HUG tevékenységének kizéppontjaban [2006.01.23 gasaly. aquear

A kalmazisz ésegyéh igen fontos lépés a beteghiztonsig et et emiraughinicde L o

garantalasira és a gyogyszerhamisitas kikiiszobolésére. tovabb »> i feh , Johnson &
] . , panicipaten

Betegbiztonsag, globalis termekazonositasi elvek a HUG harmadik lesén [2 11 %

Az egészségiigyi szektorban a GS1 szabvanyok alkalmazéit timoritd csoport, a Healthcare User Group (HUG) a Frinpltmragh o otk nn-m

tengerentilon, az egyesiilt allamokbeli Princetonban tartotta harmadik {lését. tovabb >> d i And promae
around the word.” Volier Zeinar, B 8raun, HUG Co-Chak, eommente: ‘Patent sally

GS1 Australia Services.

1

Australia
Formary 3N Acstralal

1

Hungary

[FT— O SEET omena
Magunlrél GS1 vilaga GS1 rendszer Tudasbazis Regisztracia Szolgaltatasok Healthcare Industry works together to improve patient

safety Information Library

Fioldal -» GS) vildga -» H

» Szektorlalis ajanlasok _ 22/7/2005
Hirek Betegbiztonsag, globalis termékazonositasi elvek a HUG harmadik iilesén Leading global companies from the pharmaceutical and medical device industry
have formed a global GS1 Healthcare User Group (HUG). Its objective is to lead
the utilisation and pment of global for the industry,
with the primary focus on automatic product identification to improve patient
safety.

681 szervezet ‘Az egészség

W szektor
isastids a2 egyesuit dfiamokbell Pri

n & GS1 szabvdnyok alkalmazdit romaritd csoport, a Healthcare User Group (HUG) a tengerent
n tartatta harmadik olését

GOSN / e kereskedelem
BN Baxter, Boston Scientific, B.Braun, 3M, GSK, Hospira, Johnson & Johnson,
Medtronic, Merck, NACDS, Pfizer, Smiths Medical and Tyco have participated in
the kick-off-meeting, which tock place on 23 May 2005 in Princeton, New Jersey
and have committed to participate actively in the group. It is the first time that
the healthcare industry is aligning around a global solution ta enhance automatic
product identification for the benefit of patients worldwide. The work of the HUG
will improve the performance of the healthcare supply cham for drugs and
medical devices through the of
recommended voluntary GS1 standards and best | pracuces

Szektarialis agh

Események
Kapcsolatok

EAN Hirek-GS1 wilaga

The main focus areas for the group are the following:

* Prevention of Medical errors

+ Product Authentication

« Tracking and Tracing

« Increase total Supp\y Chain efficiency

While evaluating existing standards, the HUG will work cn the further
development of GS1 standards to optimise their utilisation in healthcare
applications. The work teams will be lead by participants from the industry who
have developed a working plan for the coming 12 manths.

ik, amelyen még
3 651 szenve:
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Thi e of autamatss dats capturm, by way of GE1's globally standarared bas cote lechaology, s Felping Uie hesthears industry

achine vital improwements @ patient salety and boosting the qualiy of patient care
. Over 45 countries sre siready using G51's cpen, global standards for the coding of preszription and ever-the-counter drugs.

Automatic dsts Capture is proving to be one of the mest cost-effective ways of tracking and tracing both pabients and

pharmaceutical products and & number of hospitsls and heaZhcare providers are alss finding Ihat & is &ving significant cost

ERGEotn Assntinge 3 reductions throughout the healhcare supply chy
A What's mese, W wse of automatie dsta hesltheare has beon underscored by @ 2003 US Food & Drug Admirstration
PeeDuRal tn require GS1 bar £ours an viraualy sl medlcatons and blocd peoduce, In # dras b B Improve patent anfety

The Focd B Drug Administration predicts snnusl savings of nearly SUSS Bilion just from préventing sdverse events due to
medicaticn erars. It says that bar cods technalogy AN Bréwent Many tuch ervers inchuding sdministering th wiang drug,
administenng & drug ta 3 patient known ta be allengic, Qiving & drug Bt the wrang dote or iving the dnug 5t the wreng time,

FOA praposal gives real Impenss 1 the use af bar cading n the healtheare supaly chain, A5 most pharmaceutical eompankes
oparate intesnabznally, we can all umm fram the US intiative as well a3 viel progress being made in other countries o adegt global, cpen business standards,

The Global Wealth Usors Group

The glabal [1:it sisting of members from the leamng pharmacetcal and medical device companies, iends the heasheare mdusiry in
the effective ueikzation and develepment of ulebll muara- with the primary focus on automatic identifcation tn improve patient safaty. The main focus areas far the
UG are the following: prevention of medical emors, product authentication, tracking and trading and Increasing total supply chain efficiency. P

e e i E/X/PIRIEISIS Increase your Exports to CIS Countries
: ! : Participate in India - CIS International Pharma Conference
! " e on 3 - 5th March 2006 at Mumbai

nli FORTNIGHTLY INSIGHT FOR PHARMA PROFESSIONALS 16-28 February 2006
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& Market Busi A t
& Management usiness Accan Pﬁx:? REISIS
& Researen Global standards for the healthcare indust i
@ pharma Life ry Subscribe Online
Services / Over the decades, industries have successfully used tried and
tested tools like bar-coding with unigue and universal standards.
¥ Subscribe/Renew Ravi Mathur discusses the benefits of global standards and
¥ Archives technologies in improving patient safety
3
Fontact Us Institute of Medicine 2001 and Health Grade 2003 report
Events f approximately 100,000 deaths annually in USA alone due to
medication errors, with the incidence much higher in developing
» Pharma Excellence countries. To reduce the incidence of medication errors,
Aviards regulatory organisations like USFDA, have taken proactive
Network Sites f measures to enforce the use of barcodes following international

standards in pharmaceutical products, medical devices and
implants, and blood bags. Indian hospitals are also implementing
best practices in healthcare, in terms of hospital processes,

¥ Express Computer

¥ Network Magazine India

> Express Hospitality equipment and technology. Patient safety in a hospital is
¥ Express TravelWorld dependent on elimination of medication errors. Error-free work
¥ feBusiness Traveler can be facilitated by correct and continuous flow of information, tch;u Lean i
¥ Exp. Healthcare Mgmt. which is possible through automatic capture of accurate data in a Wh?é:}":;;? fons-
¥ Express Textile standard form. Such a system would prevent confusion over videoconferencing
Group Sites  / similar sounding or appearing drugs, variety of trade names and by TANDBERG
concurrent use of chemical names. www.tandberg.net
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WHAT WE NEED IS ...

A Global Auto ID Standard Can Help Solve Counterfeit Issues
by Rich Hollander
Sanjor Directar,
Packaging Services, Global Manufacturing, Pizer Inc.
There are pressing issues in health care today for which automatic identification —linear or two-
dimensional bar codes or radio frequency identification (RFID)—is part of the solution. Specifically,
I'm talking about dispensing errors, counterfeiting and diversion or fraud.

The Food and Drug Administration believes that part of the solution to counterfeiting, diversion
and fraud is to serialize every package, capture that data as the package moves through the
supply chain and authenticate the package at each step. The FDA also believes the use of RFID
technology is the most promising technology to enable this to happen.

I believe serialization is a very strong solution. Previously, it was difficult to deploy in mass and too
many proprietary solutions were available to set any standards.

But when the pharmaceutical industry started hearing about the electronic product code back in
2001, we said, "0h, now there might be something.” The EPC could be that unigue serial number
as it, and the supporting infrastructurs, is being developed with open standards.

Global commonalities

Dispensing errors, counterfeiting and diversion are business issues facing not only U.5. drug
manufacturers. There is a need for a clear understanding of these common issues globally. The
Eurcpean Commission and other individual markets are starting to promulgate regulations,
forcing standards in the area of automatic identification. Theyre all trying to sohee the same
business issues with different approaches though. That's a problem. It's not efficient. Our global
sourcing strategies become difficult to implement if we have to cater to different market needs for
this.

To start the process for global standards development, GS1 (previously the Uniform Code Council
and EAN International) recently established a global Healthcare User Group.

The idea here is that HUG will help align the health care industry to the effective use of global
standards for automatic identification. These standards largely exist today; we just need to direct
parties on how to affectively use them to address these issues. Where standards still need to be
developed, HUG will initiate accordingly with the appropriate group within GS1.

Through an organization like HUG, we can develop technical solutions that will work for everyone.
Generally, the right technical solution will also minimize cost; be scalable at the global level; and
have optimal impact on the business issue. By harmonizing around global standards, we can

implemeant solutions faster than if each market would individually mandate their cwn.

Visit www.0sl.org/hug to learn more about the GSI HUG™ and to find out how you can
participate and benefit. FADP
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HUG Press Releases:

Monday, 18" July 2005 November 2005

PATIENT SAFETY IS THE FOCUS OF THE HEALTHCARE INDUSTRY AND

HEALTHCARE INDUSTRY WORKS TOGETHER TO IMPROVE PATIENT SAFETY REGULATORY BODIES

Leading global companies from the Assuring patient safety worldwide was the focus of the second meeting of
pharmaceutical and medical device
industry have formed a global GS1

Healthcare User Group (HUG) Its

representatives of the world's leading pharmaceutical and medical device
companies and health regulators from the EU and major countries. The participants

agreed to drive an industry initiative to develop global barcoding and e-commerce

objaciive 12 8. lead the! Unlizaron and solutions for health care products based on G51 standards.

development of global standards for the
healthcare industry, with the primary Spakes o e Ecropean

focus on automatic product identification Commission (DG Enterprise and

1o improve patient safety.

DG Sancol, the European Agency
for the Evaluation of Medicinal
Products (EMEA), the USA Food
and Drug Administration (FDA},

Baxter, Boston Scientific, B.Braun, 3M, G5K, Hospira, Johnson & Johnson, Medtronic,
Merck, NACDS, Pfizer, Smiths Medical and Tyco have participated in the kick-off-
meeting, which took place on 23 May 2005 in Princeton, New Jersey and have the Italian Ministry of Health, the
committed to participate actively in the group. It is the first time that the

National Patient Safety Agency of
healthcare industry is aligning around a global solution to enhance automatic

product identification for the benefit of patients worldwide. The work of the HUG
will improve the performance of the healthcare supply chain for drugs and medical

the NHS, United Kingdom and the Regional Healthcare Service Area of Andalucia,
Spain presented thair work and views about patient safety. The participants and

speakers appreciated the oppertunity to have an open discussion and to exchange

defices thivugh, the’ collaboiative ‘development | arid |, endrsement: . of information exchange and agreed to carry the work of the HUG forward by working

recommended voluntary G51 standards and best practices.
together more closely.

The main focus areas for the group are the following: Delegates from 22 leading global pharmaceutical and medical device companies

» Prevention of Medical errors and 10 G51 Member Organisations discussed the HUG work plan and listened to
» Product Authentication the requirements of regulatory bodies. The HUG is concentrating particularly on
» Tracking and Tracing ensuring that appropriate data structures are selected in order to meet common

« Increase total Supply Chain efficiency business needs, and to help ensure data standardisation in healthcare. If
standardisation is applied globally, systems to improve patient safety will be

Mare follows. . developed and implemented quicker than if individual countries were to pursue

OG5 2005 173
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The Global Healthcare User Group
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The global Healthcare User Group
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HUG

Walcome to the first edition of the GS1 HUG
Mewsletler! We have initiated this newsletter lo
inform yeu about our aclivities and prograss in the
global Healthcare User Group, GS1 HUG.

We ook forward to recsiving your comments,
feadback and guestions.

The GLOBAL HEALTHCARE
USER GROUP (HUG) - the
Healthcare Industry works
together to improve Patient
Safety

In May 2005 leading global companies from the
pharmaceutical and medical device industry
formed the global GS1 Healthcare User Group
(HUG). Its mission is to lead tha healthcars
industry to the effective wutilization and
development of global standards, with the primary
focus on automatic identification to improve
patient safety.

The HUG vision is to becoma the single saurce for
regulatory agencies and trade izati

HUG - Focus areas and Working
Teams

The main focus areas for the group are the
fallowing:

+  Prevention of Medical emors

+  Froduct Authentication

+  Tracking and Tracing

+ Increase total Supply Chain efficiency
The work of the HUG will improve the
parformance of the healthcare supply chain for
drugs and medical devices through  the
collaborative development and andorsement of

recommended volunlary GS1 standards and best
practices.

The HUG Leadership Team

The HUG is organized into six working teams,
which are lead by the industry. They have
developed a work plan with deliverables for the
different groups.

The work team
c i

(manufacturer,  wholesalar,  hospital  and
pharmacy) to seek input and direction for global
standards in the healthcare industry.

Baxter,
Bastan
Scientific,
B.Braun. 3M.
GSK, Hospira,
Johnson &
Johnson,
Medtronic,
Marck,
MACDS,
Pfizar, Smiths
Medical and
Tyco  have
participated in

the kick-off-meeting. In the meantime the group
has significantly grown — it curently has 34
mambers. Thay are committed to work towards a
global solution to enhance automatic product
idantification for the benefit of patients worldwide,

and
Coordination is lead by
Rich Hollander, Pfizer,
who is also one of the
recently  slacted  HUG
Industry Co-Chairs, which
reprasant  the  graup
toward third paries. He is
leading and  organizing
internal  and  external
communication of the HUG to establish the HUG
as the leading voice in the area of automatic data
identification in the healthcare industry. Working
tools for that are the GS1 HUG website
bitpifwwew.as1.orathugl. press releases and in the
future also a regular newsletier.

Volker Zeinar, B.Braun
is the second HUG
Industry Co-Chairs.

GE1 HUG Newsletter No.1 - November 2005

HUG

Welcome lo the second edition of the GS1 HUG™
Mewslstter! We have inifiated this newslstter la
inform you regularly about our activities and
progress in the global Heallhcars Usar Group,
GS1HUG™.

We loak forward fo receiving your comments,
feadback and guestions, possibly for inclusion in
future newsletters.

The GS1 GLOBAL HEALTHCARE
USER GROUP (GS1 HUG™) -
Working together to improve
Patient Safety

Our maw brochura
ivas mora 1 "
?ﬂfurmaticm about .
the G351 HUG™ in
a  comprehensive
format. Mission and
Wision arg
explained as well
as the objectives
and focus  areas.
The HUG wark
teams;
Communication and
Coordination,
Instrumants and
Implants,

. D GTI

Allocation  Rules, Standards Implementation /
Regulatory Affairs, Business Case and Vaccines
& Biologicals, are described with their objectives,
seopa and deliverables. The brochurs can be
requested from the G351 Global Office or
downloaded from the HUG websile at
weew gs1.orglhug!

Second meeting of global
Healthcare User Group (GS1
HUG™) in Princeton, USA.

For the second time paricipants, from across tha
world, came together to work on improving patient
safaty, this time from 29 November to 1
December 2005 in Princeton. More than 60

G51 member organizations and the GS1 Global
Office staff discussed the situation in healthcare
today and the development of global GS1
standards.

Although the primary focus of the group is on
automatic product identification the whole GS1
product and service porffolio was discussed and
business managers from G51 BarCodes, GDSN
and EFCglobal attended the meeting.

Paul Pandiscio, WP Global Supply Chain
welcomed the participants in the name of
Johnson & Johnson. He oullined the imporlance
of the supply
chain in
healthcare — it is
essential to know
whera tha
product is  and
whera it 5 nol
He sees
significant
prospect  and
potential in the global Healthcars User Group and
supports its goals.

The HUG work team leaders from B.Braun,
Medtronic, Johnson & Johnson Medical Devices
and Pharmaceuficals, Baxter and Pfizer gave
detailed information about the objectives and first
results of their groups.

Canadian Pilot Project for Vaccines

Lisa Belchak from the Public Health Agency of
Canada (PHAC) informed the HUG parlicipants
about their Automated Identification of Vacdines
Pilot (AIVP) Project, which was establishad to test

experts  from
wholesalers, hospital groups. regulatory bodies,

the feasibility of using bar coding technology to
quickly, accuralely and aulomatically transfer
G511 HUG™ Newsletiar No.2 — March 2006
Pape 1 af & pagas
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WHAT WE NEED IS...

A global auto ID standard
can help solve counterfeit issues

by Rich Hellander

Senlor Director, Packaging Services, Global Manufacturing, Plizes Inc.

"rl.m are pressing issues in health care today for
which automatic identification—linear or bwo-
dimensional bar codes or radio frequency idenbifica-
Hom [RFID}—is patt of the solubtion, Specifically, I'm
talking, about dispensing errors, eounterfeting and
divetsian of fraud.

The Food and Diug Admiustration believes that
prast of the solubion to counterfetbing, divessaon and
Fravicl & bo sedalize every package, capliise
that dats as the package moves through
the supply choin and suthenticate the

~ “They're all trying to
: solve the same business
© issues with different

approaches, though.
That's a problem. It's not
. efficient”

Vi
Ao package at each step. The FDA also
Eelieves the use of RFID technology & the most
promisang, technology to enable this o happen.
1 bebieve senalization 5 a very strong sobabion
Previously, it was difficult o deploy i mass and ko many
propretny solutions wene availible b set any skandands.
But when the pharmaceatical indusiry started
fuearing about the eleetronic product eode back in
2001, we said, "Oh, now there might be something
The EPC could be that undque serial number as i,
and the supposting infrastruciure, = being developed
with apen standarnds.

Global cammanalities
Dispensang eevors, counterfeiting and diversion are
Biuisiivess basiies factig ot only US. drug manufse-

80 FOODEDRUG PACKAGING ¢ MANUARY 2006

turers. There |5 a need For a clear understanding of
these common issues globally, The European
Commision and other ndividual markeks aze starting
oy prodnlgate regulabions, forclog, standands in the ares
of aulomatie identification. They'ne all brylag o solve
the sarme busines sies with different approaches
thaigh That's a proble. IS not efficient. O ghidal
sowiing strateghes bacome difficult to implement i we
v bo cater bo different markel needs for thas,

Tox start the process for global standands develop-
ment, GS1 {previously the Uniform Code Couneil
and EAN International) recently established a global
Healtheare User Group.

The idea bere is that HUG will help align the
health care industry to the effective use of global
standards for automatic identification. These stan-
dards largely exist today, we just need to direct par-
ties on how to effectively wse them to address these
assuies. Where standards still need 1o be developed,
HUG will imitiate aceordingly with the appropriate
group within GS1.

Through an organizabion kke HUG, we can develop
techmical solutons that will work for everyone.

Generally, the right technical solution will also
munimize cost; be scalable at the global level; and
have optimal impact on the business {ssue. By har-
muiuzing around global standards, we can dmple-
ment solutions faster than i each market would
andividually mandate thels own.

Visit www.gslong fhug to leamn more about the
G51HUG™ and ko find oul how you ean partielpate
and benefit. Fi0P

‘With Poizer shoce 1950, Rich Hollsnder has respomsibility
for all areas of ghobal package design and development for
Pizer's Animal Health, Consumer Healthcare and Homan
Health businesses. Hellznder Is an active leader an varlons
committeas, work groups and task groaups aimed st

dssueg within Kaging. He eur-
rantly sarved as co-chal and communications chalr far the
651 Heaitheare User Group {wwwgs1.6rg/hirg).
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Technology update: Barcoding

Benefits of barcoding in the
pharmaceutical industry

The use of barcedes on drugs and medical devices will be an important step to
improve patient safety and will allow the tracking of medicinal products before,

during and after a medical procedure

e of the main concerns in healtheare today
o s patient safety. In 2000, the Institute of

Medicine (10M) published its report To Err
s Hugman' and an increasing mumber of publications
are reporting on medical errors, which happen across
the world ™ A ic wentificati linel

Tracking of reusable/ refurbished
cquipment and supplics.
Reverse supply chain (eg, product recalls
and warnings).
Tuking into account the significant benefits of
pro lentifi the Departiment of

(Barcoding) is one of the tools that is ackiowledged in
reducing such crors” 1t is contributing to improving
efficicney and increasing accuracy of data entry into
automated systems. The possibility of capturing data
wia barcode scanners, in conjunction with computes-
wed databases, cnables health professionals 1o
verify whether the right diug was vsed at the right
time for the right patient in the right dese on the right
route {“five paticnt rights”). Barcoding has the poten-
thal o e not oaly cost-effective but to save lives while
produciing a steong returm on vestment.

Medical errors and usage of barcodes
A barcode is a graphic representation of data that

accurate way of captunmg and cotering ds
oot contain descriptive data, but are just a reference
number to a compater fle with thy cant data.
In a hospital, barcodes can be used to improve
processes in the following arcas
@ Paticnt registration and admission for:
Paticat forms.
Paticat labels and wristbands.
Paticat records.
Paticnt accounting and billing.
® Patient safety. clinical care delivery and paticnt
tracking by using barcodes for:
Plarmaccuticals down to unit dose level.
Medical devices down to unit of use level.
Tdemtification of hespatal staft and
paticnis.
Ohrder requisitions, testresults and paticat
charts/medical records.
® Product, supply and material management for:
Tiventory controlitracking.
Materinks tracking and logistics.

o ar informatian on produ
wanw. haspitalpharmacyearops. com

Health und Human Services in the USA has issued a
final rule requising electronscally readable barcodes
on the packaging of hospital administered pharma-
ceutical products, biologicals and blood products.
This will be itroduced in Apnl 2006."

dy, i A0 countries worldwide, mandates for
tic product identification exst today — others
are in the phase of developang regulations for bareod-
ing of healtheare products, scknowledging the advan-
tages for patient safery.™ While studics conducted in
Veteran Affairs hospitals (USA) i the 19905 showed
that the use of barcodes reduced med i admanis-
teatbon ereor fates by up to 86%, only a small mumber
of hospitals bave recently staried 1o use this teelinol-
ogy to improve patient safety. Curreat estimates
indicate that only 2-6% of hospitals in the USA are
using bareodes to reduce medication administration
errors.” It s expected that the number of bospitals
will increase sign ntly in the near future, witl
more products carrying a barcode and more publica-

tions reporting the benefits of barcodes.

Global standards for

pharmaceuticals and medical devices

The healtheare industry las recently recognised the
need for global standards in healtheare and m May
2003, leading global cormpunics from the pharmaceu-
tical and medical device industries formed the ghobal
G81 Healtheare User Group (GS1 HUG™)." Its
missaon is to lead the healtheare mdustry to the effec-
tive utilisation and develog of global standards
with the primary focus on automatic identification 1o
unprove paticnt safety. The group currently has 34
members from manufactusers, hospitals, regulatory
bodses and associstions who are committed to work-
ing towards a global solution to enhance automatic

chiApril 2006 Hospitzl Pharmacy Europe

Ulrike Kreysa

Greup Manages
Heslthcare Soluliors.

@51 Solutions
G517 Global OMlice
Brussels
Belgium

Exdrie kiaysadl

sl
Weww, gal o

product identification for the benefit of paticnts
worldwide. Tle main focus areas are as follows:

® Prevention of medical errors.

® Product authentication.

® Tracking and tracing.

® lncreasing total supply chain efficiency.

The work of the GS1 HUG™ wall improve the
performance of the healtheare supply chain for
pharmacenticals and medical devices, through the
collaborative development and endorsement of

led wol v GS1 standards and best
practices. The group includes representatives from
all types of stakeholders in the healthcare supply
chain — more participants from hospitals are very
welcomse to join and contribute. Working groups ane
leveloping global volunstary guidel, for the mark-
ing of pharmaceutscals and medical deviees; spe
teams are also working on marking of vaccines and
higlogicals, instruments and implants. The GS1
HUG™ is concentrating particul on ensuring
that appropriate data structures ase selected in order
o meet commaon business needs and to help ensure
Jardisation in health Tt standardization
s applicd globally, systems to improve paticnt safety
Il be developed and implemented quicker than if
individual countries were to pursue separate solu-
tions. The next G81 HUG™ meeting will take place
an Boene fronn 20 o 23 March 2006, For participation
and other details please contact the authos.

data

Oouality of Health Care in America,
Tristitute: of Medcin

2, Siwin B For Americans, getti

Nuwember 4, 20015, Puge AR
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Technology update: Barcodi

effects of barcoding on streamlining the supply
chain and inventory control. In combination witl
electronic messaging. full supply cham control and
elfective traceability of the products is possible. This
will help to prevent counterfeiting — a topic which,
today, worries the healtheare industry and regula-
tory bodies and s increasing in importance across
the world.

Counterfeiting is a bigger issue in developing
countries.' but cven in the USA the number of cases
uwvestigated by the FDA has mereased significantly in
the last vear" Increasingly, in Evrope 1oo, concerns
are raised that through the more open markets and
the rise of “drugs through the internet”, fake prod-
wets can enter the supply chain " However. traceabil-
dty and integrity of the supply chain can be ensured
througl additional data for product identification
such as expiration date. lotbatch number and serial
number. Omly when this data is available througlout
all processes and partners in the supply chain will
it e possible to combat counterfeiting effectively.
With new barcode symbologies (eg, Data Matrix and
RSS). it bs possible 1o carry all this information even
on very samall items and packag,

Muoat importantly, the use of barcodes on drugs
and medical devices will be an important step 1o
umprove paticnt safety. Furthermore, it allows the
tracking of medicinal products before, during and
after a medical procedure. Data can also be captured
in the clectronic patient record with little manual

Traceability and counterfeiting input, cnabling traccability in the case of recalls but
Other aspecis that have 1o be considered are the  also better caleulation of costs for the treatment. B
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BAR CODING OF MEDICAL DEVICES

By Ulrike Kreysa

The term 'medical device’ is used for a wide range of products,
from a syringe to a heart valve to an infusion pump. Medical devices,
like pharmaceuticals, are essential in the treatment of patients
and play an impartant role in the healthcare system. The medical
device industry Is a fast growing one, with the mest important
markets being the US, Japan and Germany'. A high percentage of
healthcare costs are generated by medical devices, and through
the rapid progress in technical innovation, the global market figure
for 2006 is expected to exceed US$260 billlon®,

At the same time, a number of the issues affecting medical
devices are similar to the ones affecting the pharmaceutical
Industry:

Counterfeiting

There are few official numbers about the counterfeiting of medical
devices but for pharmaceutical products the US Food and Drug
Administration (FDA) estimates that 10% of them worldwide are
falsified’. Medical device manufacturers are also reporting
counterfeiting of their products, which causes effects on the safety
of device users and patients, as well as effects on the manufacturers
themselves (e.q. by loss of sale and loss of reputation when
counterfeit products fall that have been branded with their
campany’s trademark). A safe and secure supply chain is needed
which prevents counterfeiting of products and enables proper
traceability of medical devices from the manufacturer to the patient.
This will prevent lllegal re-processing and re-packaging of products
as well as the infiltration of falsified and unsafe products. Through
the tracking and tracing of the items, effective alerts and product
recalls will be possible,

Medical errors

In 2000, the Institute of Medicine (IOM) published its report Ta
Err is Human® about the causes of medical errors and how one can
prevent them. Autematic identification technelogy (bar coding}
was one of the tools the I0M recommended to help prevent medical
arrors. As a consequence, in February 2004, the US Department
of Health and Human Services issued a final rule requiring
electronically-readable bar codes on the packaging of hospital
administered pharmaceutical products, biclogicals and bload
products to be applied by April 2006°. To date, no such rule has
been released for medical devices, desplite pressure from the largest
American hospital chains such as Premier and the American Hospltal
Association®. However, the FDA has organised an officlal meeting
to discuss unigue device identification, where stakeholders were
glven the opportunity to express their opinion’.

Global medical device
market is expected
to exceed US$260
billion in 2006

Counterfeiting of
products can be
prevented with a safe
& secure supply chain

From April 2006, all US
pharmaceutical product
packaging must have an

electronically-readable

bar code

Journal of Medical Device Regulation - February 2006
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Gary Hariley
Marager for
stmitgge Initiatives

GS1 NZ

Scannable technology

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.

ar codes: mes of us ded't think shour
shem very often bt they are cne of the
mast uhiquirous ‘produszs’ around and
iz is hard ta imagice 2 woeld witheur them.
Bar cades were “imvented” aver 3 yearsagn in
reemse m an induseryled need m he dale
to uniquely idensify producs moving
through ' various supply chains fn an
auromared manner.
GS1 is a ghabal coanisasion dedicired m
the dsign and impemennsan of ghhal
scanidards, wechnolagies and sal:

fnpeove the cficiency

st
supply

profic sandards {and
arganisarion,

Mare thin M years
seanddérds hay becudened 1
commerce roals such a5 XMI, T
nexr-generatian technclagies and . sl
a dawa synchroniatic (i
i bulls an & GSE aysten
code (FPC) glabal o

[RFID) rechlopies;

©

than 20 indusery

o fast iz
healtheare,
2

e organisations, 51

avs 1 ket tole i supply and demaned

i miegrenn Hoprement- whrdide

font and  mediume-sized

argan rived i 2004 from the ired supply chain paric
joining of Furopean  Article e gt

Fumberin,
Unifoern Code Council (UCC

a milllien compa
Five billion trarsactivn a day,

15, Bzl arul the LTE

In July 200%. i G51 ghal
11 up (HUG)H was esial
ary global group of GH

G51in healthcare

G851 widely recogaised s the leading

P fokmil Mamacy, Jeonory Je6 17
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HUG

HUG Brochure:

Communication and Coordination

The GS1 Global Healthcare User
Group - GS1 HUG"

Working together to improve Patient Safety

(www.gs1.org/docs/patient_safety/hug_brochure.pdf)

©2006 GS1



25

HUG

Communication and Coordination

GS1

GS1is a global organisation

cated to the design and

plementatian of glabal

ards and solutions
2 efficiency and

visibiility in supply and
demand chairns

We have mare than 30 years
experience in the development
and support of global supply
chain standards and

GET is & neutral, not-far-prefit

standards

organisatio

products, solutions and services,
including the G51 System af
standards, the most widely used
supply chain standards systern in
the world

Our folia ranges fram
651 BarCades ta G5 e

{electronic commerce

ta next genaration tachn

such as
RFID), and
GOSN (Data Syrehmenisatian)

lutions such as G5

Traceability.

Global standards
for autom
identification

Rapid and accurate,
item, asset or
location
identification

EPCgInhalg‘

[==Trn

The environment
for global data

standardised,
reliable data for
effective business

& Attribute Data (e.g. Best Befare Date)

[ GS1 Identification Keys (e.g. GTIN, GLM, 35CC. GRAI, GIAI, GSRN, EPC)

_ MlLIE

HEI  DEEE  mEEE]

GS1 Around the World

h.

B Counries with G51 Member Organisations
B Countries served on a diract basis from GS1 Global Office (Brussals)

We operate in more than 20
ndustry sectors ranging from
Retail, Foad and Fast M

surmer Gaads to Healthears,

ing

Logistics and Defence.

51 and its Member

Organisations play  leading rola

m i 1 imE 1 I iEn I I 8me 1 | BN |

(www.gs1.org/docs/patient_safety/hug_brochure.pdf)

in supply and demand chain
manzgement improvement
worldwide far larae, small and

medium-sized arganizatians.

Farmed from the joining
tagether of EAN Internatianal

ard the Uniform ( unci

{ 1 i truly global, with a
prasence in over 103 countries
driven by mars than a millian
companies that execute cver
five billion transactions

each day using G51 standards,

salutions and services.

©2006 GS1
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Communication and Coordination

What is the GS1 HUG™?

Leading glabal companies fram selutian ta enhance autematic pharmacauticals and medical

the pharmaceutical and medical

devices through the o orative

devica industry have farmed a berefit of patients worldwids devalopment and endorsement
glak Healtheare Lser af recammended voluntary G51
Graup [G51 HUG™). It is tha first The wark of the HUG will help to standards and best practicas

time that the healthears industry imprave the sfficiency af

is aligning araund a global the healthcare supply chain for

Mission and Vision

The mission of the G&1 HUG™ automatic identificatio

ns (manufacturer,

is ta l2ad the healthcars industry imprave patient safety wholesal ributar, haspital

ta the effective utilisation and The vision af the G51 HUG™is to and pharmacy)

o seek input and

development of global standards became the single source for diraction for global standards in

with the primary focus an requlatory agencies and trade the healthears industry.

delighted that G51 standards will be used to improve the safety of patients world-
wide while simultaneously increasing the transparency and efficiency in the healthcare
supply chain. G51 standards are already used in many countries worldwide and for many
different products and services in the healthcare sector, but with the industry leadership
of the G51 Global Healthecare User Group (G51 HUG™) we will see wide implementation
and improvement globally.”

Miguel Lopera, President & CED of G51.

L HNLIR EEE I EEEE SN

Objectives

The objectives af the HUG are to.

- Werk with key partners in the
haalthears supply chain ta
develop and aptimise the use

af glabal standards to ensure

accurata an t mavements

of goods manufactures

distributor, healtheare

dar,

haspitals ar public pharmasias

+ Facilitate awareness in the

healthcare sectar of new
technalagies and methods of

daing & ness.

+ Frovide advice and

recammendations ta GS1 an

tunities in the

issues and oy

healtheara sae

care area including the whale

and service portfe

mate the implementatian of
1 wvoluntary, glabal
nats standards thraugheut

the healtheare sector

denl

A=l

“Patient safety has many faces. A dardised machi

h
har

the patients.”
Volker Zeinar, B.Braun

(www.gs1.org/docs/patient_safety/hug_brochure.pdf)

We engage
our expertise, to learn from others and to optimise the product identification in terms of

m i I EEE 1 I BEE 1 |1 8Es 1 | §EE |

product identification

can make an essential contribution to it. Where could we discuss and enhance all the
related aspects better than in a global working group, which is open for all healtheare
supply chain stakeholders. The GS1 HUG™ offers an excellent platform for working on

i in this initiative with the intention to share

©2006 GS1
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HUG

Focus Areas GS1 HUG" - Today and Tomorrow

The main facus areas far the 3. Tracking and Tracing The HUG is eancentrating While the main facus at present is (" b
graup are the following: Utilizing a G571 data structure, rly on ensuring that onag solution far automatic “If standardisation is
wark with supply chain P N te data structurs praduct identification, to help to

applied globally,

1. Prevention of Medical
Errors
ding af the unit dose or

ensure the patients
HUG™ will

be laoking inta ather aspects of

"There are pressing systems to improve

patient safety will be

issues in healthcare cammon businass needs, and to worldwida, tha

help ersure data standar

unit of use package to enable today for which developed and
autornatad verificatian ta automatic identification - n healthcare. If standard the healthcare supply chai ‘ wvalapad an )
ensure the right dose, far the incident, tracing of the suspact i o < applied glabally, syste Data Syrichronisation, elactronic implemented quicker
" o " inear or e
right patient at the right time praduct can accur ) X help to improve patient saf: messaging and other systams) than if individual
St pRtient LR night fim dimensional bar codes wil be develaped and )
cading af the unit of use . will b cleveloped an countries were to
ato ensble automated - Increase Total Supply Chain or radio frequency mplemented quicker than if pursue separate
ian to ensure the right Efficiency identification (RFID) - is ndividual countries were to solutions.”
' part of the solution for pursue separata salutians L )

vice for the nght patient

dispensing errors,
counterfeiting and

2. Product Authentication N N
Ensura that the packaning and diversion or fraud
assacisted labeling are Rich Hollander - Prizer

genuine by utilizing
a G51 data st

authentication of indi

scture, enahle

al

packages cases ar pallets

Mesting of G51 HUG™ in Brussels, 2005

_ HnlE IR T TN T TN T TR T (AN T TAEE T T NN HILIN
(www.gs1.org/docs/patient_safety/hug_brochure.pdf)

©2006 GS1
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Communication and Coordination

HUG Work Teams:

Communication and Coordination

Scope

+ldentify key areas far which we
establish recommendations and
end-users to address

+ Build cammunication and
coordinatian infrastructurs

Deliverables

- Communication stratagy.
« Press releases.
 Mewsletters,

= Structure and content of

websita,

I I o Bl
Leaders
Rieh Hallandar
PFIZER
Jimn Willmatt
SmiTHs MEDICAL
SN /
-_ ™ Objectives
e —
Lead and arganisa intemal and
axternal communications of the
HUG to astablish the HUG as the
leading voice in the area of
autamatic data identification in
the haalthears industry
4

Instruments and Implants Marking

Objectives

Analysis of the necessity af
marking instruments and
implants, taking inta account the
practical application in haspitals
ard technical feasibility.

Scope

Level of track and trace (2g set
level or instrument level,
packaging and/ar diract
marking, data contert, data
carriers, regulatory compliance

Leader.
Walker Zeinar

B.Braun

Deliverables

Precass dascriptians, industry
basslines, technical framework /
obstacles (manufacturer and and
users side), recommendations

HEI  DEEE  mEEE]

Membership

Leaders:
Velker Zeinar
B.BRrAuN
lim Willmott

SMITHS MEDICAL

Objectives

« Detail & realistic supply chain
standards development
process far adaption by G51
that is optimised for the
hazlthears industry.

+ Create 3 standards needs
farecasting model of the key
supply chain standards
required by the healthears
industry in the next 2 1o 5 years.

Scope

+In addition to the GSMP, include
ather global standards setting
badies relevant ta the
healtheare industry

+ Faracast the need for specific
standards ta be developad
based on industry plarning.

+ All HUG mambers and
healtheare industry stakehalders

GEP = Gl

ards Managernent. frocess

(www.gs1.org/docs/patient_safety/hug_brochure.pdf)

Objectives

Organize HUG enlargemant to
pragrassively includs all

stakeholders.

Standards Development

Leader
Peter Tomicki

BaxTer

Deliverables

+ Farecasting madel, including
a periadic review of strategy
documents far future
healtheare trands and Auta-ID

standards raquirements
+ Recommendation and

participationr in GS1-GSMP
optimisatian for healtheare

m i 1 imE 1 I iEE 1 | Bme 1 | 0EE |

Scope

Identify and prioritise the
stakehalders

Deliverables

List of prefarrad contact persans

©2006 GS1
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Communication and Coordination

GTIN" Allocation Rules

Objectives

|dentify ragulatary, technical,
commercial and pracess
harriers to implementing
GS1 standards in the global
healtheare sector Devalop

strateqies to ouercoms

barriers for ar
Scope
Intarnational in scope, ta include
all G51 servic
coding, RFID |
identification system (e.g, GTIN,
SGTIN, GLM, GSRN, business

frerings: bar

P tags),

meszaging, data synchronisation

_ ALIE

+ Maintain database of

+ Maintain database of G531 HUG™

+ Develop publi

I AR v Scope
Leaders:
Internatioy
Mark Walchak cautical products (Over The
PFIZER Counter [OTC] and Preseription [Rx])
Mark Hayle and medical davices ||
slazsonol pzo0s: elassifieation | I, Il plus their subset
Tvco HEALTHCARE
SA—— and the 4 subject levels - non-
. <N < invasive, invasive, active, special nules
and EL classification |, lla, |1k, )
Objectives Deliverables
Provide werldwida guidaline for Guidaling ament - where
GTIM assignmert, built upan and applicable (e.g because of

cansistent with national legislatian) it will
www.gs1.org/gtinrules, for
pharmaceutical and medical be cauntry specffic. It can be
devices expected that HUG will be

labbying for the alimination of

include an appendiz that will

country specific divergences in
GTIN allocation a5 these can add
significant cost to products and
glabal supply chains

GS1 Standards Implementation/Regulatory Affairs

Leaders:

lackie Rae Elkin
MEDTRONIC

Tom Werthwine
JoHNSON & JOHNSON

L MEDpicaL Devices )

Deliverables

requlatory agencies and auto

identificatian palicies.

mambers adoption status

an *Global

Guidelines for Automatic Praduct

Idertification of Pharmaceuticals

and Medizal Devices?

HEI  DEEE  mEEE]

Business Case

Leader

Ed Dawill

JoHnsoN & JOHNSON
PHARMA

Objectives

Develop a global standard and
increase adoption acrass the
supply chain far vaccines and
biale
patient safety and raducing

aical data aimed at impreving

medication errors.

Scope

One global standard covering

bislogical and vaccing praducts
and all aspects of the supply

chain

(www.gs1.org/docs/patient_safety/hug_brochure.pdf)

m i 1 imE i I iEn I I 8me 1 | 58NS |

Scope

Regulatary badies and supply
chain participants

Objectives Deliverables

Develep a campalling + Exgcutive summary for tap

busingss case ta dermanstrate management

+ Details of benefits at
high lavel

the benefits of using

1 glabal standard

Vaccines and Biologicals

Leaders

Ctephen Hess
MERCK
Bruez Cahen
GLAXOSMITHKLINE
—

Deliverables

Global standard for vaccines and
bislagicals with agreed data
slements ard data carriers

©2006 GS1
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HUG

Join the GS1 Global Healthcare User Group -
GS1 HUG"

Fer mare infarmation or to jaint tha HUG, cantact Ulrike Krayea st ulrike kreyea®gel arg
or tontact your lacal GS1 Member Organisation.
The G&1 Member Organisations list is availabla at http/fwaaegs] org

Members of the HUG should identification and e-commerce

« have a global position in their in the supply chain

camparny « be business procass orientated
experts who are wall-connected

« have the agreement af their
withir their arganization

management far thair
engagament + be familiar with G51 Standards
or at least have an overview

« b2 actively involved and
X about G51 Standards

partiipate in the work af the HUG

+ be able to promats the
developed global standards
thraughaut their srganisation

* be able to represent the strategy,
apinion and experience of thair
campany regarding praduct

GS1 - The global language of business

The G51 HUG™ Membership list is attached to this brachure.
Danat hesitate ta browese our website for mare updates httpfwenegs 1.ora/hug/about/members.html

(-]

il Sewer
Awenue Lahe 326,010
BE 1050 Brunsah, Saigrem
7432 003 78 TR
Faazing v v

http://www.gs1.org/hug/

_HnlE IR T TN T TN

(www.gs1.org/docs/patient_safety/hug_brochure.pdf)
©2006 GS1
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Any questions please to:
Rich Hollander

Contact details: S m Lt h S

Jim Willmott

Group Labelling Manager ~ Smiths Medical
T +44 (0)1303 236874

M  +44 (0)7766441573

= Jim.Willmott@ Smiths-Medical.com

The global language of business

www.gsl.org
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