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Communication & Coordination Support Team

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
Brochures
Press Releases
Technical Documentation
Newsletters
Structured, Informative and user friendly website
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Communication & Coordination Support Team

HUG Website:

www.gsl.org/hug/
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Communication & Coordination Support Team

HUG Website - Page Views (HUGs) & Downloads:
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Communication & Coordination Support Team

HUG Top Five Web Page Visits - 2006 Overall (excluding HOME page):

a K~ 0 N PF

HUG Members List
HUG Work Teams

HUG Membership Form
HUG News

HUG Meetings

(www.gs1.org/hug/about/members.html)
(www.gs1.org/hug/about/news.html/hug/work_teams/)
(www.gs1.org/hug/about/news.html/hug/Membership/)
(www.gsl.org/hug/about/news.html)

(www.gs1.org/hug/meetings/)
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Communication & Coordination Support Team

HUG Top Five Downloads - 2006 Overall:

1. HUG Brochure (www.gsl.org/docs/patient_safety/hug_brochure.pdf)

2.  HUG Newsletter 2 - Mar 2006 (www.gs1.org/hug/about/news/HUG_Newsletter 2_Mar_2006.pdf)

3. Press Release: HUG chooses GS1 - Aug 2006
(www.gsl.org/docs/media_centre/gsl _pr_220806_Global HUG_choses_GS1.pdf)

4. HUG Newsletter 3 - May 2006 (www.gs1.org/hug/about/news/HUG_Newsletter 3 _May_2006.pdf)

5. Minutes from HUG Brussels Meeting - Sep 2005
(www.gsl.org/hug/meetings/130905/Minutes_ HUG_130905.pdf)
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HUG Press Releases:

Healthcare Industry Works
Together to Improve Patient

Patient Safety is the Focus of the
Healthcare Industry and Regulatory
Authorities - November 2005

Global Healthcare User Group Chooses
GS1 as Sole System of Standards in

Safety - July 2005

Healthcare - August 2006

Monday, 18" July 2005
HEALTHCARE INDUSTRY WORKS TOGETHER TO IMPROVE PATIENT SAFETY

Leading global companies from the |
pharmaceutical and medical device
industry have formed a glabal GS1
Healthcare User Group (HUG). Iis
objective is to lead the utilisation and
development of global standards for the
healthcare industry, with the primary
focus on automatic preduct identification
to improve patient safety.

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

devices through the collab and d of

recommended voluntary G51 standards and best practices.

The main facus areas for the group are the following:

Prevention of Medical errors

Product Authentication

Tracking and Tracing

Increase total Supply Chain efficiency

More folfows.

November 2005

PATIENT SAFETY IS THE FOCUS OF THE HEALTHCARE INDUSTRY AND
REGULATORY BODIES

Assuring patient safety worldwide was the focus of the second meeting of
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

solutions for health care products based on GS1 standards.

Speakers from the European
Commission (DG Enterprise and
DG Sanco), the European Agency
for the Evaluation of Medicinal
Products (EMEA), the USA Food
and Drug Administration (FDA),
the Italian Ministry of Health, the
National Patient Safety Agency of
the MHS, United Kingdom and the Regional Healthcare Service Area of Andalucia,
Spain presented their work and views about patient safety. The participants and
speakers appreciated the opportunity to have an open discussion and to exchange
information exchange and agreed to carry the work of the HUG forward by working
together more closely.

Delegates from 22 leading global pharmaceutical and medical device companies
and 10 GS1 Member Organisations discussed the HUG work plan and listened to
the requirements of regulatory bodies. The HUG is concentrating particularly on
ensuring that appropriate data structures are selected in order to meet common
business needs, and te help ensure data standardisation in healthcare. If
standardisation is applied globally, systems to improve patient safety will be

developed and implemented quicker than if individual countries were to pursue

o681 2005 "

1 The global language of business.

BRUSSELS, BELGIUM/LAWRENCEVILLE, NJ, August 2006

Global Healthcare User Group chooses GS1 as sole

darde in health
ds in

The GS1 HUG™ is a voluntary and open group formed by 40 leading
pharmacautical and medical devices campanies, wholesalers, hospitals and trade
associations from around the world. The HUG's primary objective is to enhance
patient safety worldwide through accurate and standardised product
identification.

Accurate product identification is crucial to patient safety in three key aspects:

= aveiding medication errors by ensuring that the right drug is
delivered to the right patient

= preventing the use of counterfeit drugs and medical devices

= allowing the traceability of medical products

After one year of successful operation of
the GS1 HUG™, HUG officially announced
on 26 July 2006 that it will use GS1
standards exclusively as the basis for its
automatic product identification
developments (Bar Codes and Radio
Frequency Identification Product Tags).
Qver the course of the next 18 months
the HUG members will continue to
further promote the existing GS1
standards for their application and
implementation, in the healthcare sector.
While the primary focus is on developing
global standards for automatic product identification, the HUG will also be working
on other topics e.g. serialisation, medical catalogues, data synchronisation,
classification and e-commerce, to make the healthcare systems safer and more
efficient worldwide

The two co-chairs of the GS51 HUG™ expressed their satisfaction at this
achievement. Volker Zeinar, B.Braun, commented, " The arganization of the HUG,
the engagement of the members and their willingness to share expertise are the

www.gsl.org/hug/about/news.html#Press_Releases
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HUG Newsletters:

www.gsl.org/hug/about/news.html#Newsletters

Communication & Coordination Support Team

W[ The global Healthcare User Group

GS1 HUG™ - Newsletter No. 5

Welcome to the fifth edition of the GS1 HUG™
Mewsletter! This newsletter aims to inform you
regularly about our activities and progress in the
global Healthcare User Group, GS1 HUG™.

We look forward fo receiving your comments,
feedback and guestions, possibly for inclusion in
future newslatiers.

More information can be found on our website

The global Health Care User
Group (GS1 HUG™) - New
Governance and Roadmap

After more than a year of existence the GS1
HUG™ has now published their new governance
charter and the approved roadmap for the next
18 months.

All stakeholders in the supply chain; suppliers.

associations, academic institutions and regulatory
bodies can be either wvoting or non-voling
members of the HUG. Solution providers can at
the moment only parficipate upon invitation, they
will be fully included at a later stage. The full
governance charter can be  found  at
hitp:itwwer.gs1.c r.html and the
application for membership can be made online at
hitp:itwww.gs1.c ship

The HUG ap describes the deli for
the next 18 months and the HUG has restructured
their Work Teams accordingly.

ID Data and Serialisation, which kicked off in
Paris. Details of the roadmap can be found at
bitpitwww gel orgt hirmi

Fifth conference of global
Healthcare User Group (GS1
HUG™) in Elancourt near Paris,
France.

The GS1 global Healthcare User Group, GS1
HUG™ met from 20 to 22 June 2006 for the fifth
time to gather further input and business

qui while di ing global
business requirements to improve patient safaty.

For the conference, which was hosted by Tyco
Healthcare at their Cenire of Excellence in
Elancourt near Paris, over 100 parficipants from
17 countries came, from around the world, to
France. They experienced a conference

full of i i i fo the

@1 Hesiihcare Siandwds Development Sir fir=ty

For some of the former Work Teams; like
Waccines & Biologics and Instruments & Implants.
they have now joined the new Work Teams; Auto-

topic of improving patient safety, but also good
opportunities for networking.

An important part of the conference was the Work

Team il in which imp prog Was
made.

Michael Linney, VP
at Tyco Healthcare,
welcomed the
participants and
underlined the strong
interest of Tyco
Healthcare in  the
HUG group and their
strong support to the
HUG work.

351 HUG™ Mewsletier No.5 - December 2006
Page 12f7 pages
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Richtiger Patient, richtiges Produkt, richtige Dosierung

Konferenz der GS1 Healthcare User Group

RFID-Einsatz, Unit-Dose und ain-
heitliche Kennzeichnung zur Ve
meidung von Fdlschungen - das
sind die Themen im Fokus dieser
Veranstaltung vom 30. Januar bis
1. Februar in Berlin. Inwiefern
sind Verantwortliche im Kranken-
haus  angesprochen?  Michael
Reiter fragte Michaela Hahn, 5&-
nior-Frojektmanagerin, Business
Solutions & Consult bei G51.

M & Kz An welche Zielmippen wen-

den Sie stk

M. Hihn: Die Konferenz der GS1
Healihcare User Group #G51 HUG)
richtet sich an alle Pamner entlang
der Versorpungsketie, die dazu bet-
magen, dass der richtige Fadent das
richiige Produkn zur richtigen Zeit in
der richiigen Dosterung oder Amwen-
dung erhill. Also am Industricunier-
mhmen umnd Krankenhawser gle-
chermalien, aber auch an Logistiker,
die oftmals die Schnaselle mwisden
Indusirie und Krankenhaus hilden
Eine wettere bedeniende Rolle spie-
len selistverstindlich auch Behorden,
Mimtsterien und Verbamde, die sich
aktiv in die Arben der HUG einbrin-
gen kinnen, um das pemeinsame
Ziel der Stelgerung der Patientensl-
cherhedt 2 emeichen. Wichtip 15 ein
gemdnsames Verstindnis diber die
Prozesse tm Gesundhefiswesen und
die Anforderunger, die seliens der
versthiedenen Interessenpruppen be-
stehien - und das weltwell

Awar wurde die HUG von fiohren-
den Herstellern: von Armedmiciedn
umnd Medianprodukien wie 3M. Bax-
ter, B Braun, GSK Johnson & John-
son, Medtronic, Merck, Movamis, Fil-
per. Smiths Medical und Thoo unier
dem Dach von G351 chemals EAN
International) ins Leben gerufien, aber
die Klar definlenie Aufgabe - némluch
die Ubernahme einer fithrenden Bolle
im Gesundhestswesen bet der effek-
tven Mutrung und Entwicklung glo-
baler Standards auf Basis won EAN,
um die Fatientensicherbeit durdh ag-
womatische  Produkodenufikaton z
verbessem - kann nur durch imen-
sive Dusammenarbedt aller Fariner im
Gesuridhenswesen erfiill werden.

Imzwischen zihlen meben Indus-
trieunternehmen asch Krankenhas-
ser. Behdrden und Verbiinde @ den
Mugliedern, die die Notwendighent
vom einhemlichen S4andards und da-
mit auch die Moglchkeien des
(i&1-Systems erkanmt haben

Welohe  herqusmagendsn  Sprecher
kommen 2 Komgress?

M. Hahm: Das dreiiagige Propramm
(sh. HUGWebsite) hietet verschie-
dene Schwerpankie. Wiz bereiis er-
wilbmt st s wichiig. dass die Anfor-
demungen aller Betetlipren vorgestellt
und auch diskutiert werden. So wird
ua. Dr Micheel Harimann, Undkb-
nlk |ena diber semen Ansalz Tum
Eimsatz von KFID im Krankenhauws
informieren - ein Thema, des im

letzten Jahr encrm an Bedewiung
gewormnen hat Uber die Moghich-
kedten der Uni-Dose-Kennzeichnung
sprechen Vertreter des Universiides-
klimikums Genf sowie von Kranken-
hiusern aus Brogee und Tilburg

Auch die Comparatie, die Vereind-
gung der Undversitatsklindken von
Morddeutschland, werden mit einem
Bettrag vertreten sein. Dariiber hin-
aus wird Lothar Jenne, Midnhaber
der ArznetmditelgroBhandlung Max
Jenne und Vorsiizender des Technd-
cal Commities des Eurcpéischen
Verbandes des Pharmagrobhandels
(GIRF) die Herausforderungen der

eimhettlichen  Eennzetchmumg  von
Pharmazeutika sowle Lisungsansat-
e aul Basls der GS1-Standards pri-
semileren

[ es sich um ene plobal aufge-
sielle User Group und Komferenz
handelt, wird auch die Siuation i
wichtigen Gesundbedtsmarkien auf-
gezelpt So erldutern die spanischen
Behiirden thre Richilimen fir die
Kemnzeschnung  von Medizingro-
dulcien. Ebemso wird die neus chine-
stsche Verordnung vorgestellt, ehen-
falls far Medizimprodukie

Das Programm 5t so ZUSEmmen-
gestelle dass die Tellmehmer mid
nur einen detaillierten Einblide
die Fraxisanforderangen aus Indus-
trie- und Krankenhaussichi erhalten,
sondern auch ober die Entwicklun-
gen i einzelnen Markien welowedi
informiert werden.

Whslohe Becfrmolome-Theman bestin-
men die Veransialing?

M. H3kn: Wiz erwithni, bat es sich
die HUG mam 2] peseizl, die Pag-
emtensicherbiedt mit Hilie der auto-
matischen Produkodendifikation zo
erbtihen. Damit steht natarlich das
Thema Barcoding 1m Vordergnand,
aber auch Zukunitstechnologien wie
RFIlF Mefen mit ein. Bel den Bar-
code-Systemen rickt verstirkt der
EAM Data Mairix ins Rampenliche,
da mit diesem platesparenden 20-
Coede auch sehr kleine Produkie pe-
kenmzeichnet werden kionen. Da-

Monagement & Kronkenhows 01 /2007, 5. 16, GIT VERLAG GmbH & Co. NG, Darmsted:

mit bietet er die besien Vorausset-
zumgen, um auf Fatientenabgabesin-
hetten wie 2B einzelne  Blister
aufgebracht ma werden. Se kann el-
ne  amtematsierte  Medikations-
kontrolle durch Scanning am Kran-
kenbett erfolgen

e RAID-Technologte wird inshe-
sondere vor dem Himterprund der
Falschumgssicherhett  how.  Pro-
dukiauheniifizierung diskaiiert. e
G 1-Sandardisierunpgsakiivitiien
laufen weltwedl umter dem Begriff
Elekiromischer Product Code - EPC
(Elekironischer Produkt-Code). Die-
se7 wind analog wie die EAN-AmI-
kelnummer ur eindeutigen. seriali-
sterien Idemifikation von Produkien
genuizt urd dient als Schlassel, um
Informationen = einem  Produkt
und dessen Geschichie, alse den
Herkunfisnactowets aus dem Imter-
net der Dinge abzurnien

Da ¢5 jedoch letztendlich darum
gehit, die Versorgumgsketie o opu-
mierers retcht die Fokussierung auf
die genannien Technologien michi
ans Wichtig 15t auch, wie Informati-
onen zwischen den Geschafispan-
nern ausgetanschl werden oder wie
Produkie klassdiziert werden kin-
nen. Und da liegt der Soredl des
GS1-Systems: Es funkiboniert nach
dem Baukasienprinzp und halt fur
die drel grundlegenden Themenge-
biete ldentitkation, Datendriger und
Dratenaustausch die entsprechenden
Standards bereit Ste simd kompart-
bel und kéemen won den Amwen-

www.gitverlog.com

dern flestbel nach den jewelligen
Praxizanforderungen cingesel wer-
den - rund um den Globias.

Der Zielsetmng der HUWG end-
sprechend werden tm Lawfe der drel

Konferenztage alle Themengebiewe
thematisiert

Wir sehen Sie e Relevawz fitr AR-
rag wid Zedmonft pow Krambenhi-
sem?

M. Hdha: Die Krankenhduser ste-
hen unter einem enormen Kosten-
druck, und wie sich die bevorsiehen-
de  Gesundheisreform  aal  die
Situation auswirki, bleibd ahzowar-
ten. Krankenhduser missen nach
Mitteln und Wegen suchen, um bel
stelgender Versorpunpsqualitit keos-
teneffizienter zu arbeiten. Und das
sind penan die Aufgaben. die sich
die HUG zum Zie] geseizt hat Dor
Worted] fur die Krankenhduser legl
nehen elner inderessanten Yorirags-
rethe darim, dass sich hier nambafte
Undernehmen. die durchaus eine
weseniliche Kolle im Gesundhels-
wesen splelen, musammengefunden
haben und gemeinsam daran arhel-
ten, thre Zielsezung o erfallen Mi
dieser bisher einmaligen Initative
bietet sich dem Krankenhiusern die
Chance. sich aktly einzubringen, mit
Herstellern thre Anforderungen zu
diskutieren und  gemeinsam - Lii-
sungen fUr ein besseres und sicheres
Gesundheitswesen ma  erarbelien
Der Einsatz wvon Auwto-lD bel Fhar-

vowrw, PRO-4-F RO, com

mazeutlka und Medizinprodukien
stelll einen emtscheddenden Schritt
wur Beduzienang von Arenelminel-
fiilschungen und damit zur Steige-
mung der Fatemtensicherbedt dar
Medizinische Produkie kilmen vor
wahrend umd mach der Anwendung
(rilck-pverfolgt und ohne  profien
Aufwand in elekironischen Fatien-
tenakien dokumeniiert werden. Sol-
che Szenarien sind keine Zukunfts-
vislomen mehr, sondemn durchaus
Realitde Sie setzen Jedoch die ent-
sprechenden Standards voraus. Die
grobe Zahl an Herstellern und Kran-
kenhsusern, die sich bis dato in der
HUG engagieren, haben s erkannt:
Es milssen alle on einem Sirang zie-
hen, um die Uberlebensiahighedt der
Kramkenhdusser in dem groBtmdip-
licken Mab sicherzustellen - zum
Wohle des Patienten!

Dretallliente Ankindipuang:
www.pro-+-procom, Eingsbe G517

= v g arghug
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INDUSTRY EVENTS

FDA wants to keep

LINKS < a better eye on the

ePacKaGE NEsLETTER [ medical devices

ARCHIVES you package. The

agency shared its
plan in November
to strengthen a'\
postmarket
Y monitoring of medical devices. It
+ includes “pursuing the development
p axXonix { of a unigue identifier system to
identify a device and the infarmation
associated with that device
throughout its lifetime.”
read more...
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Online Information Source
for the Medical Device Industry,

= Erint this Fags

Criginally Published EMEN December 2006

EDITORIAL

UDIs: Where's the Risk?

FDA& wants to kesp a better eye on the medical devices you package. The agency shared its plan in
Mowember to sirengthen posimarket monitoring of medical devicas. |t includes “pursuing the dewvalopment
of a unigue identifier system fo identify a device and the information associated with that device
throughaout its lifetime.”

Tha idea of mandatory unique dewvice identification (UDI) hasn't been widely popular. “Advaled is working
with FDA to identify a standardized data structure and content for a unigue devics identifier system.” says
AdvaMed president and CECQ Stephen J. Ubl. "However, we continue to believe that such a system shnuldl\
be voluntary, except in cases where thers is a well-documented patient safety issue that could be bast

addressed through use of a UDL"

Basing UDI requirementis on risk certainly has its merits. “Differentiating them according international accepted risk classes
{Classes |- I} could be a suitable method of resolution,” argues Volker Zeinar of B.Braun. Zeinar shares his perspective
in this issua’s roundtable.

Risk concems Jos Pleasant, chief information officer for Premier Inc. Every month, hospitals served by Premier Inc. get
saveral recalls for medical devices that can only be tracked through manual chart reviews. For “evary patient . . . [there] is
a perod of fime that we don't know that we can frack that back,” he explained. Pleasant spoke during FDOA's CORH public
meeating on UDI.

And fracking recalls after procedures isn't the only challengs. “A significant risk to patient care and safety is the possibility
of implanting an outdated device or using an outdated device.” he said.

Differentiation by risk class would keep it simple. The greater the risk a device presents (and, mast likely, the more it
cosis), the stromger the case for justifying the cost of UDI.

But maore than class risk may be involved. “One large health system was recently adversely affected by three wvery public
Class | recalls,” Pleasant said. “We have some documentation around what they went through . . . having to spend tims
trying fo track those patients down.”

Parhaps the usual risk presented by a particular device cannot always be directly correlated to the risk of not finding that
device in the event of a recall. When | was an editor for PMP Mews' sister publication MD&DI in 1934, sponges and ather
cotton-based devices were found to be contaminated by Pyronema domesticum. Imagine the difficulty of fracking thosse
sorts of low-rigk, ubiquitous products whose contamination could have presented more than a low risk. (“Although
Pyronema is not recognized as a human pathogen and no infections were reported, this episode raised some senious
concemns about current sterilization practices and potentially resistant microorganisms,” wrofe Joyce Hanssn, Trabue
Bryans, and other authors in a September 1387 MD&DI column.) Who's to say that low-risk Class | devices will remain
low-risk devices in the event of a recall?

Pleasant says that UDIs would help. “In terms of adverse-avent reporting, accurate and reliable device tracking would
enable all of us in the supply chain in healthcars to be able to better frack potential device defects and be able to take a
look at those adverse effects on our patients,” he argued.

Basing UDI rules on device class risk is a sound approach. But other risks must be still considersd. And inaction presants
even mare risk.

www.devicelink.com/pmpn/archive/06/12/001.html it
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he GS1 global Healtheare
User Geoup (GS| HUG;
wwwga ] org/hug) is 2 vol-
untary and open group
frmed by H) leading phar-

macewtical and medical device compa-
nirs, wholesalers, hospitale, and trade
associations from around the world
They have come together o develop
automagic identilication standairds spe-
rific tn the needs of the healtheare
industry. cen FDAS eecent explo-
ration of unigue medieal deviee aden-
tificatinn, PME News aought the
perspectives of industry leaders
invelved in GS1 HUG. Valker Ze
B. Braun who is b

dling the canrdination of aute-113

i

a freelancer

alfuirs and is HUG cochair, and Pe
Tomicki, glabal projeet manager for
Baxter and HUG leadership team
mmembe, offer their insights below,

Why is (or why isn't) unique
medical device identification

nip

Zeinar: Unigue deviee sdenfiea-
tion ronld oo douht mprove pasenst
salety Nevertheless, all-inclusive stae-
ments are not very helpful. Medaeal
devaces are extremely diverse in e,
materials, processing, wse, and criticali-
ty There is a huge range of products
(e, cannulas, syringes, 1V sets,

ik

ommunication & Coordination Support Team

Unique Identifiers
for Medical Devices

Should bar codes—or other means of automatically
identifying medical devices—be required?

ratheters, adaptors, hines, stoprocks,
needles, pumps, filers, motor acces-
somies, rardiovascular systems, gloves,
handages, clothing, surgical mstrus
ments, wmplants, cement, sutures, ts-
sue staplers, wilities Like wheelchairs
nr beds| with diflerent charactenstios
e, sterile or nonsterile, singhe or
multiple use, very high or very Inw

value, alwavs in contact with a

patient or never inodirect contact
with 4 patient, ke or very small]
Dhiflerentiating them accarding tn
mternational accrpted rsk clases
(Classes -1 could be a suitahbe
miethod of resobution

Tamicki: For paiient salety.
unique mediral devee identification
may not be necessary o all cireum-
stances for all products, bt cases
can be made for the vabee it adds

rertain careumsiances. Unique
medical devier identification will
he helphal in some areas. These

melude track-and-trace linctions,

adverse-event reportmg, supply-
rhain and reimbursement-
elficiency gains, relerences
tn databases of produet
attributes, and additienal details
nnt able da be carmed by o daia
carrier, allowing reductions m
lorystrkes beading to ermr when
hanelling product, and nthers

pmgmews com « M

Are the cur-
rent systems
being used for
medical device
identification
appropriate for
unique identifi-
cation?

Tomicki: Appro-
priate systems are in
wse today. Howeves, the
kry 15 the harmon
tna and-or global stan-
these

dardizatinn al
approaches. 1 helieve that
dilnhal Trade Tem Numbers
[GTINs following GS1
HUG allncation rubes affer the
strangest approach 1o glokal

harmenization and am perv-
s b healibicase boday

Zeinar: G5 allers jools nr

numbering systems,

ata cam-
ers, ete., that are variable and
prvweriul ennugh o sdentify med-
iral devaees, The GTIN,
hinaton with varsus applieation
wdentthers, is suffacsent 1o fulhll the
requirements

Al product-related characteristics
fe.g, stze, color, route ol adminisira-
tiom, ete | shoudd never be part of the
tdentification system. Instead, this

e

rmaceniical & Medwal Packagng Mews Diecen

iging Roundtable

ot 2

mas- What technologies are viable?
sasa

Tomicki: Prinang and dieet part-
warking echnatogis carrently ol

ration
ch as  the most pervasive and standardieed
which  techanlagees for implementation of
diret these ypes of proddurts and packaging,
s with  mcluchng standard bar codes or sym-
resserd  bologies. RFID 3s prssible for some
wits o applications and is being mestigased
wpical  for masny others.
ave in
ms i Zeinar: For marking of packaging,
linear bar rodes and beo-dimensional
eodes would work, using all pring tech-
13 nalagies, especially laser technology.
For marking directly on the product
ot all  Data Magrix ran be applied thrmugh

The  laser stching, laser honding, mirraper-

on of  russion, or mk et RFID tags conld
ing—  alsm e applied directly o the produry,
triace

fments Should the pharmaceutical
in the  industry serve as a model?

sease

L 3t s Tomicki: There are hkely many
st five  overlaps in possible applications and
pt has  business cases for vinous stakehalders

It will therefore be important o have
patient safety, unique
identification may not be
cumstances for all products,
made for the value it adds
n circumstances.

ment-  pharmaceatical and devace industry
ratinn participatien in the discussions o
miems]  develop global standards that may

fasset alfect all healthrare peaducts. The

wvities,  pharmaceutical incustry cestainly has
essary a jump on the devace ndwstry when it
vinges  romes to implementation, and brings
murh expenience io the table
Iders Zeinar: I don't think sn; because
srts in we don't have a global sandard sail-
mswer  ahle, For pharmaceuticals, there 5 a
estion  wide range of country-speralic modeks
Work  (bar code tvpes, numberng systeme,

neinn packagmg levels 1o be marked, Ialian

g com « e

Bolling sequential-marking rules, eic1

Should the identification sys-
tems and standards developing
for both be the same?

Zeinar: In healthcare, the most
mpartant daga are procducs 11, expery
date, and batch number. A selected

group ol products each additionally

needs a serial number, Mamy: manufac
tuarers prochsce producis of both caie-
gories, and medical institutions
fhaspitals, pharmacies, and doctars]
handle a mix of thesw products

Tn manage dillerent sysiems (1T
master data, et ] in parallel would
rauge hagher costs. Therefore 3t makes
sense 10 develop a cammon standard,
mdependent ram the category. Sow
o mirans 1o use the same numbering
sysiem and data structare. It doesn't
mean to have the came information
machme readable at the sem level for
all prescdures

What challenges do medical
device manufacturers face?

Tomicki: Varicty and practical
technaral solutions are the two most
sigrificant challrmges. Thre sandardize
tinn of machine-readable data encoded
on the wide array of devier procucts m
healtheare 15 not a smplbe task. There
are alsn the addmenal technical consd-
erations of where and how 1o apply
marhine-readable data ontn preducis
and/or packaging. The question of
whach data should be answered, and
then the: sechmical solutions 10 carey that

data, should be sought.

Zeinar: Dillerent requirements
from diflerent markets [regons, trade
channels, authorities, and customers|
are challenng

Ofien the surface of the packagng

material is critieal, Absorbeney af

materials, colar, transpareney, shine,
smaonthness, cie, influence bar code
printing and legthility. Reruirements for
sterle parkaging and har code legibilivy
may eontradict each other In some mses

itical # Mesbcal Prckagiog Mews: Diecen

Joundtable
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miry- oF custemer-speciic auto-1T
rements would have an extremely
pLive Engact on manulaciures— it
I increase product asortments,
lv-rham elioris, and product costs.

hat needs to be done?

Standards need to be

leped, wmeorpnrating all of the
ent safuty and business rationale
nred for o viable salutinn, After
tanclards ar in place, it will be up
he stakchalders ta begin imple-

ting or using them appropnaiely.

feinar: The developers ol o glob-
tandard need o consider the
Iz ol all cupply-rhain stakehold:
A murh as prssible, supply-chain
ehalders should be actively
bved i the development process
must convinee autherities and
ltheare providers to adopt the

al stancard

hat is the HUG proposing?

omickis Currently, the GS1
g toward global appli-

i 5 wor
on standards for supply-chain
cholders to implement and use
C technologies on all regulated
theare products lar the purpases
aticnt safery. The GS1 HLUG alsa
b mming toward daia manage-
t and synchronmation, and other
k amncaaterd wath siandards use n
thrare supply chains. The devel-
rat of glohal standards will he
riing to the HUG soadmap

einar: We must expand HUG
phership and keep m clase contart
h legal hadies. We must try to
lve more representatives from the
nital side.

ow have these ideas been
pived around the world?

omiclki: The G51 HUG has a
sure of suceess i the attempe to
ihe glnbal nature of the GS1 orga-

pmgrews com + Phammaceniical & Meckeal Packagig News: Dere

nazation, and all of s member organs-
zatinns arsund the world, 1o draw
stakeholders 10 parcipate an the @hle
and to communicate lurther the
progress and resulis of the standards

Hevelopment wark

Zeimar: We now have regular
HUG conferences m the Americas for
the Unsted §
the lwiare, the Ama Paralic region. We
LITs (laral-

miterest teams), G381 member organi-

ies) and Eurape and in

are establishing HU

zatinns, currently more than 100, are
forwarding the HUG messages and
sabutions m their domestic markets

What do you predict will hap-
pen in the next two years? Five
years? Ten years?

Zeinar: In two years, there will be
ghnbal standards developed by the
HUG and approved by GS1. In five
years, o significant number of prod-
uets will carry unanue identification
at the woit-al-use level (210 cades, line
rar rodes|, Hospitals will be more
prepared to use the nformation in
terms af their
trms. In ten years, a significant num-
ber ol products will carry RFID tags
The costs of tags will decrease signl

hardware and IT syse

irantly. RFID technology will offer
new opportunities o improve
processes. An increasing number of
hospatals will be ready to use this
trchnnlagy

Anything else?

Zeinar: Machme-readable procuc
wdenitification 1= an appropriate toal o
tmprove patieat salety and decrease
rosts in healtheare systems. B beiore
wr ran gei these benefits, all supply-
chamn stakeholders must make invest-
ments and process changes. To put
bhar eodes or RFID s on poducts =
nnly one task. Unng this information
during duily business processes, such
as in bedside scanning at hospitals or
m the OR. 15 anather challenge.
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Striving Toward a Global Code

To stop counterfeiting and to control medical errors around the world,
auto-ID standards need harmonizing.

utomatie wdentifeation
technalogies imolving bar
eodes and RFID ane bring
lanked at as poserful
weapnns o the [ght
against counterfeiting, diversion, and
meddical errors. FDA o particular s
mandated har codes or drugs supplied
tn hoepitale and i pursuing RFID o
drvelop an electranic drug pedigree
But given the giohal natee of the
pharmareutical indusry as well as the
worldwide threats of counterfeiting
and diversion, FDAK work may nos be
enough. Global standards shared
throughout the healtheare industry
may be the key to identifying and
authrnticating produres
The (51 Healtheare User Group
(HUG: wwws] orgdhug) is a volun-
tary group of speciali
rome together g develop automatic
denulication standards speeific 1o the
aeeds of the hralthrare industry In
this exclusive roundtable discussion
with FUP Mo editor Daphne Allen,
several of the GS1 HUG leadership

team members and work tewm leaders

15 who have

diseuiss the gmup and its hopes 10 uni-
Iy amtomatic identlication standards
throughout the world

Participants include Steve Hess,
senior directar of packaging technalo-
gy for Merck; Rich Hollandes, semine
direcior of packaing services for Pfiz-
er; Ulrike Kreyea, group manager,
e solutions, GS1 Snlutions,

Inbal (Mfice; Prter Tomicki,
tlnbal packaging project manager for
Baxter; and Mark Walchak, senior
manager, global package technalngy
andl tessing, for Plizer

Can you explain a little bit
about GS1 HUG and what are
some of the current tasks at

hand?

Hollander: The G51 HUG was
fisrmedd thout 3 year ago o help bring
together the medical deviee and phar-
maceutical product communities (o
understand how to best apply auto-
matic identification tools w0 address
msurs mvolving patient safety When
we talk about patient safety, we are

talking about everything from preven-
tion of dupensing ermrs 1o serializa-
tien to enable the anthentication,
trarking, and tracing of high-risk
products subject to counterfeing, In
the past year, we have met three times
tormally—once carh i Brussels
Princeton, and Reme. During that
time we have worked to understand
the specilic requirements for patient
satety around the word, Not just fmm
a wser perspective— that i the praduc
manufarturer—bat also fmim the st

ol the supply chain

Are you taking the framework
that was already established by
the Uniform Code Council Inc.
{UCC) and EAN International
and developing it into global
standards?

Kreysa: EAN Internaiional and
UG came together 1 vears agn and
tarmed the new arganizaion G511,

whirh is a really global arganization
Belore, there were different member
nrganizations around the world in
more than |08 countnes, all with dif-

ferent names. The biggest ones were

and some memher organizatinn
rope and Japan. They all have
Arcided 1 fsrm one global arganma-
tiom ralled GS1

i E

Hess: One thing that attracied me
to this nrganization was the approach
ol trying 10 leverape the entive portlolin
nl GS1 technobogies. The HUG ywas
not forused salely on using a single
technology to solve all problems. Abn,
there are Iots of other wtiases that

are very UlS-rentric, but | was attract-
ed to the HUGs global approach. 1

thimk that = pust s powerful

Docs this mean that there will
be one harmanized approach to
bar coding or electronic product
coding far healthcare products?

Walchak: Thnc of the things that
we are tryng Ao do noto have a stan-
dardized system for assigning numbers
that will he used from a unit-dose
aspirin all the way up to an MRI
machme. It would cover any OTC or
prescraption drug and all medical
devices. We will have a standardieed
systrm that can be used unmversally:

Tomicka: The scope of the HUG
s really across all industries within
healthearr — devires, plarmaceatrals,
hinlogirs, vaccines, and all the
aubinchatries within those. T think 1 &
arroas all ol healtheare and s in
comeert with the GR1, which 1 across
all ather industries as well. Tt makes
semse (o align hralthrare as one ndus
try as hest as we can so that it 1s ool

pimgins com + Phasmareiecal & Micheal Pacgeg S June 1000

GTIN: within our owa systems and
arcordmg tn the healtheare industry
GTIN allocation
enable glabal GTIN standards and

sles. Thas would

mfrastructure to take core of them,
minimizing regional exceptions,

Walchak: Threre are different
countries thay have different ways of
asagning the numbers that are 1o he
used Ior healthcare tems. In the ideal
world, the way they assign thase nim-

bers would fie mto the GTIN system.
Some ol them dno not, and we wall
have two dillerent numbers, one that
will he country specific tn meet their
regulstory recuuisements and one that
Ball - But | thank that most coun-
tries will be aligned

Are there any particular
healthcare products that will
be a challenge to get into this

system?

Walchak: Onr of the bigges: isrs
we face is the medical deviee area
There s such a hread range ol items,
anel we have o committer that 1= trying
to come up with a system

Tamicki: The GTIN allacation lor

dees s pomg to be one of the most

nt challengrs, There am many
diffrent permutations and possisilities
o seenarins for assigning abes far haw
te assign GTIN: 1o those sypes of
products. That working group will
groerate rules that make sense and
that are managrahle wathm eur infm-
strurture

Walchak: Examples of some of
the issues we face are for the same
praduct—you might have diffesent
languages, voltages, ar software. A key
questien arsing in GTIN alloeation o
the medieal deviee area s whether vou
assrn GTINz based on form)/ Gt/ fune-
ting ar based on the commereil uu

What data structure may
evolve for the medical device

field?

Walchak: EANTS cades and UPCs
that rxist for mos
wertedd into a GTIN,

tems ran be con-

What are some of the GS81
HUG work teams?

can touch base on the Vie-

cines Work Grup. Vaceie containers
are pretty small, so space is an s, In
addraon, while FDA has msued o com-
phiance guide that describes ibs mitent
to exercise enlormement discretion for
R and (T drugs 1o pilat RFID, we
do nnt vet have that same clearance
fiar hinlogical anel protein-hased prod-
wcts. FDA is asking for data oo RFID's
prssible ellects on hinlogicals and pro-
teins. Again, HUG's appeoach imvlves
lankmg at the full partshe of GS1
technnlogies and trving 1o identife the
right technalogy lar rach produrt
et trying o foree-fit a amieue
trehnolgy arross the board. Ae this
pomnt we are ideotifying what our
problem areas are. We are trying to
alen identaly as murh as possible where
we ran harmenie with pharmaceuti-
rals, because that is really what we
wani tn dn. But there are going o be
some unique requirements for vacs
rines, such as the siee and the rald-
rhain requisements.

e

Tomicki: The bilagics and vac-
canes group was created becaose s a
high-need area for auto-11 @ health-
rare, There are cemam countnes like
Canada that are moving ceally quickly
toward trymg to get eather mandates

or guidances in place to clfectively

fmanage hiolagicals and varcines in
their regions or countries. We wani in
rreate ane harmonized approach for
all of healtheare of we can, mcluding
devicrs, pharma, hinlogics, wacrines,
and all subeomponents or subindus-
trirs, Mow, 0 certain cases, there may
b soane utgque leateres of that partie-
ular subindustry that warrant snme
speeial Attention, and that is what we
are Inoking at with vacemes and hin-
Ingics. We
rommaonalities and differences and

ant to se where there are

g com = Mharmaceiteal & Mischel Pclagng Nows. fune 2000
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lellander: The HUG was lormed
evelop global siandards in the
theare industry when o comes o
matic sdentificaton and act as the
ing veire lor the healthrare indus-
As such, we needed 0 have a rea-
for domg, it Ultimately, for those
e [orus areas we want to use the
k groups ta help us define the
popraie data clements such as the
N ar the clectronic produrt code
5y the appmpriate data sirocise
ication idenithers, and uliimately
appropraie data carmer,. Should 1
a Code 128 linear bar code?
uld he it a 2-I3 Data Matrix?
eled it be the RFITY tags themsebves
LPC e non-line-ni-sight applica-
5* These aforementioned wark-
hps ame fncused an defining thess
itinns

lany al the standards required
fdy exast. bt there are o mulbtitude
lhonse fmm Multinatinnal compa-
are strugghng to keep up with
vidual markes needs that keep
g put out there in the form of reg-
inns that are dwergent from one
her 1o address the same business
b it dispensing ermes, dversinn,
pmticounterdeitng. Individual mar-
o such as the United States, Laly,
n, Portugal, Spain, Greeee, Bel-
v, and now Franee, are all definng
r nwn antomatic identification
roach. Most ol them are ai least
g GS1 standards, but they are
& them dallerenily, and that is part
e proklem

freysa: li i not casy to deline a
al standard (or all healtheare
furis In the last 11 maonths, HUG
gone quite a long way 1o getiing
right members imolved. We are
king on griting more atieniion
b regubnenry hadses: ths cannot be
ugh. We are now really warking
H 1o get standards and guidelines
ben and agreed nn.

think that the group's existence s
hedy holding up the release of other

e

= P

ort Team

regulitory requarements from dilicrent
rountres or dillerent bodies, We have
achirved thix, even i we have nol yet
released standards, But our wark on i
makes athers think

Adar nl ministries of health are
already particapating At our lass meet-
img m Reme we were weleomed by the
Ttalian Minisury of Health and others
The WHO particspated, and it plans
to imclude the HUG i reviews of os

dnruments on lighting counterleis

Hollander: Wr rommunicate
ruite regularky with FDA. FIA actus
ly rame tn nur meeting m Brussels,
presented its business requirements,
ineluding some of its work toward ser-
alization vin RFID and/or bar eodes.
They will attend our June meeting in
Minneapalis. In addition, one of our
puiding principles is 10 contnue o stay
closely aligned with the EPCglohal
Healtheare and Lile Sciences [HLS)
business action group (BAG)H The
trichairs from the HLS BAG attend
our HUG meetings regularhy, and the
HUG leadership attends HLS BAG
meetings regulary.

We are Inoking at establishing ghobal
standards for the healtheare mdusery,
our readership is largely romposed of
users, supply-chain participants, or
manufacturers that produce cquap-
ment and softwire for the healtheare
mndustry. We would very much wel-
come prople who are mteresied in
actively working in the HUG 1o help
establish these standards. We aeed
peaple ta join aur work seams and
commil ta doimg work 10 help esiablish
these standards. We will imate in thard-
party wendoes as appmpriate onee we
understand the standards needed tn

support existing husiness isues

Tomicki: T idenngy stakehalders,
we are Inoking specilically at glohal
manulacturers, but we are also wel-
roming all manufarturers, channel
parinees, and end-users. We are tryang
tn tdentify all ol the stakeholders in
the channel who would like 10 play
role and welcome them to the HUG. &

al & Mescheal Packagng Sews. fune 2004
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during and after a medical procedure

c of the main concerns in healtheare today
s paticnt safety. In 2000, the lsiitute of
fedicine (1OM) published its report To Eer
15 Honan' and an ineteasing wumber of publications
are reporting on medical escors, which happen actoss
the world * Automatic identification technology
(barcoding) is one of the tools that is acknowledged in
reducing sueh errors” 1t is contributing to improving
efficiency and inceessing sccuracy of data cniry into
sutomaned systems. The possibility of captusing data
via barcode scanners, in conjunction with computer-
ise databiases, enables healthcare professionals to
verify whether the right drug was used at the right
time for the Hight patient in the right dose on the right
rote (“five patient sights”). Bareoding has the potess-
tial 10 be not oaly cost-cffective but to save lves while
producing o strong returm o ivestment.

Medical errors and usage of barcodes
A bareode 5 a graphic represcatation of data that
s mmsching-rgadable. Bareodes uss 4 d

ot eons dn.'sm\vuw: ata,
aumber (0 computes Gl with ihy
I hospital, barcodes can be used 1o improve
processes in the following arcas
® Puticat registeation and admission for
Patient foems.
Patient labels and wristhands.
Paticnt records,
Patient accounting and biling.
® Patient safcty, elinieal care delivery and paticnt
tracking by using bscodes for.
harmiceticals down o unit dose level
Medical devices down 1o unit of use level
Identification of hospital staff and
patients.
Qrder requisitions, testresults and paticnt
charts/medical records.
® Product, supply and material management for.
Tiwentory controlitracking,
Materials tracking and logisties.

on on produsts ard s
wi mwmm-:mmp com

Technology update: Barcodin

Benefits of barcoding in the
pharmaceutical industry

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

Tracking of reusablefrefurbished
cquipment and supplics
i (e, product recalls Utrike Kreysa
roup Mansgee
Hesithe e Selutirs.
(651 Solutions
final rule requiring electionically readable bareodes gy giobal Ofee

onthe packaging of hospital administered phims-  ggssle
ceutical products, biologicals and blood products.  gagium
“Thas will be intreduced in Aprl 2006

Already, in 0 countries workdwide, mandites 01 Eurie kreysan
sutomatic product identification exist oday —others  gay gy
are in the phase of developing regulations for barcod-
ing of healthcare products, acknowledging the sdvan-
tages for patient safety.”* While studies conducted in
Vetesan Affairs hospitals {USA) in the 19905 showed
that the use of barcodes reduced medication sdminis-
tration ervor rates by up to $6%, only & small numbee
uf hespitals have recently started to use this technok
ogy to improve patient safety. Current
indicate that only 2465 of hospitals in the
using baecodes to reduee medication ade

Wrwond 81 00

istration
crrors i s expeeted that the number of hospitals
will increase significantly in the near future, with
more products carryang a barcode and more publica-

tions reporting the benefits of barcodes.

Global standards for
pharmaceuticals and medical devices

The bealtheare industry has recently recognised the
nced for global standards in healtheare and in May
200, leading ghobal companics from the pharmsce-
tial and medical deviee industrics formed the global
€81 Healtheare User Group (GS1 HUG™) " Tts
mission is to lead the healtheare industry to the effec-
tive utifisation and development of global standards,
with the primary focus oa autmatic identification 1o
improve paticnt safty. Th..yuup currcatly has 34
membes from manufactusers, bospitals, regulatory
bodics and associations who are
ing towards a global solution o

MarchiApeil Hospital Pharmacy Ewrope 1

WHAT WE NEED IS

A global auto ID standard
can help solve counterfeit issues

by Rich Hellander

Senioe Dircetor, Packaging Services, Glabal Manufacturing, Plizes Ine.

‘I‘nm are pressing issues in health care today for
thich automatic dentification—linear or two-
dimensional bar codes of radio frequency identific
tiom (RFIDj—is part of the solution. Specifically, Fm
talking about dispensing emors, counterfeiting and
diversion o fraud

“The Food and D, Adminstration believes that
part of the solution to cnunterleiting, diversion and
fraud is bo serializ every package, caphure

that data as the package moves thruugh

B the supply chain and authenticate the

“They're all trying to

solve the same business

issues with different

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

efficient”
package ot esch step. The FDA also
wves the use of RFID technology is the most

promisisy technology o enable this ko happen.
Tbedieve serial a very strong solution.

turers. There is a need for a clear understanding of
these comman 1ssues globally. The Eumpean
Commission and other individual markets aze starting
o prosmalgate regulations, forcing standards in the anu
of automatic identification. They're all trying to solve
the same business issues with diferent approaches
theugh That's a problem. IFs not efficient. Our ghobal
sourving stralepgses become difficult to implement if we
have to cater bo different markel needs for this.

To start the pricess for global standarnds develop-
ment, GSI {previously the Uniform Code Council
and EAN International} recently established a global
Healtheare User Group.

The idea here is that HUG will help align the
Bealth care industry to the effective use of global
standards for automatie identification. These stan-
dands largely exist leday, we just need 1o direct pa
taes on how to effectively use them to address thes
1ssues. Where standards still need to be dev
HUG will intiate aceordingly with the appropriste
group within GS1

Through an erganization like HUG, we can develop
technscal solutsions that will work for everyane.

Generally, the night technical solution will also
minimize cost; be scalable at the global level: and
have optimal smpact on the business issue. By har-
mumnizing around global standards, we can imple-
ment solutions faster than i each market would

Previously, it wos difficult b deploy s mass and too many
proprictary sulutions wess availible ko set any standards.
Hust when the phasmaceutical industey started
hearing sbout the electronic product code back in
2001, wee said, “Oh, now there might be something ”
The EFC could b that unigue serial number as it
and the supporting infrastructure, is being developed
with open standands.

Global commonalities
Dispensing errors, counterfeiting and diversion are
Business ssues faing not only US. drug manufae-

80 FOODEDRUG FACKACING / INNUARY 2006

y mandate their own
Wisit wivw s ]ong (g o Jearn more about the
GS1HUG™ and i find out how you can participate

and benehit, 0P

WIth Pfizer sinee 1990, Rich Hollander has respoasibility
for all areas of glabal package design and development for
Phizer's Animal Heaith, Consumer Healthcare and Human

‘Health businesses. Hellander is sn sctive leader o various

G51 Heaitheare Usés Group (www. 1. arg/hug).

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 important role in the healthcare system. The medical
device industry Is 2 fast growing one, with the most important
markets being the US, Japan and Germany'. A high percentage of
healthcare costs are generated by medical devices, and through
the rapld progress in technical innavation, the global market figure
for 2006 is expected to exceed US$260 billion’.

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
esunterfeiting of their products, which causes effects on the safety
of device users and patients, as well as effects on the manufacturers
themselves (e.g. by loss of sale and loss of reputation when
counterfeit praducts fall that have been branded with their
company’s trademark). A safe and secure supply chaln is needed
which prevents counterfeiting of products and enables proper

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

Counterfeiting of
products can be

traceability of medical devices fram the urer to th il
This will prevent illegal re-processing and re-packaging of products
as well as the nfiltration of falsified and unsafe preducts. 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 To
Err is Human® about the causes of medical errors and how one can
prevent them. Automatic identification technology (bar coding)
was ane of the tools the I0OM recommended to help prevent medical
errors. As a consequence, in February 2004, the US Department
of Health and Human Services issued a final rule requiring
slectronically-readable bar cades on the packaging of hospital
administered pharmaceutical products, biologicals and blood
products to be applied by April 2006°. To date, no such rule has
baen releasad for medical devices, despite pressurs fram the largest
American haspital chains such as Premier and the Amarican Hospital
Assoclation®. Hawever, the FDA has organised an official meeting
to discuss unique device identification, where stakeholders were
glven the opportunity to express their opinion”.

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 Reguiation - February 2006
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Communication & Coordination Support Team

Time Best Inventions of 2006: Hug Shirt

The Hug Shirt has been nominated as
one of the Best Inventions of 2006 by
Time Magazine!!!

Finally you can see the new Hug Shirt that
was presented at Wired NextFestin New
York last month. The new design features
a very comfortable mix of smart textiles,
cotton and micro-fiber that make itvery
soft and pleasant to wear. And yes! Is
completely washable! Maore images of the
new Hug Shirt will be available soon on
the Hug Shirt webpage.

Time Best Inventions 2006

This entry was posted an Tuesday,
Movember Tth, 2006 al 4:24 pm and is filed
under CuteCircuit Mews. You can follow any

e —————
Best Inventions E

Pami rymeere b

responses to this entry through the R3S 2.0 feed, You can leave a response, or frackback

from your own site.
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HUG Technical Material:

Thank you for
correcting the
translation.

Now | understand
better what |
intended to say!

Communication & Coordination Support Team

551 Switzerand / HUG / GS1 global checked version, June 2006

How to begin...with GS1 barcoding

@ Introduction

This guideline iz answering questions and rezponding to needs for the pharmaceutical
manufacturer who intends to identify and label its products for one of the Eurcpean
markets.

The use of this guideline is not restricted to new GS31 members® as it offers useful tips to
members which have eventually a longer membership, without having exploited the whole
potential of the GS1 System.

This guideline is conceived in ling with the Voluntary Application Guideline {\VAG) which has
been approved by numerous pharmaceutical companies. More informatien is to be found in
the VAG; notice further that the G51 General Specifications (which you receive from your
local GS1 Member Organisation) is the base of all these documents, and should be
consulted in case of doubt. Other useful information —as the rules for the change of GTINs*-
can be found on G51 websites.

Your local G51 Member Organisation offers education opportunities for your staff, it is
highly recommended to make use of this possibility as well as the facilities which you may
fird on its web site.

0 Become a member

Contact your national GS1 Member Organisation, and follow the appropriate membership
application forms to join the GS1 users’ community. Cwver 1.3 million companies and
organisations are G531 member throughout the world.

Onee joined GS1, you can request a "Global Company Prefix” (which iz part of your Global
Location Mumber), which will allow you to identify Trade ltems, Locations, Logistic Units,
etc. To ask for a Global Company Prefix, you have to !

@ Evaluate the number of Trade ltem you have fo identify

As a manufacturer, the first purpose of your membership is to identify the Trade ltems you
offer along the supply chain. First you have to understand what a Trade ftem is according
the G51 rubes, which your frading partners have implemented or are going to implement.

The term frade item refars to any product or service
upan which thera is a nead to ratrieva pra-definad
infarmatian; this preduct or Service may be pricad,
ardared, af invaiced Bl By paint in the supply chain.
This includes individual itams as wall as all of their
different packaging configuratians.

This means that you will have to identify as a Trade ffem not only the retail pack, but also all
the packaging hierarchy of your products. This done, you can evaluate the numbering
capacity which you will ask to your G531 Member Organisation. If you are in doubt about the
required numbering capacity, contact your GS1 organisation, to ensure that an appropriate
Global Company Prefix will be assigned to your enterprise.

* abraviations ke GS1, GTIN, ste. are explained in a glssary &t the end of this document

©2007 GS1
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Healthcare GTIN Allocation Rules
GS1 global Healthcare User Group
(GS1 HUG™)

Issue 3.3 November 2006
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HUG Brochure Update:

Communication & Coordination Support Team

The GS1 Global Healthcare
User Group - GS1 HUG™

. Working together to improve Patient Safety
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Communication & Coordination Support Team

HUG Brochure Update:
What is the GS1 HUG™?

Leading global companies fram seluticn 1o enbance automatic pharmaceuticals and medical
the pharmaceutical and medical product identification for the devices through the collaborative
device industry have formed benefit of patients worldwide. development and endorserment
the G31 global Healthcare User af recommended valuritary G351
Group {G51 HUG™). It is the first The wiork of the HUG will help standards and best practices.

tirme that the healthcare industry to improve the efficiency of
is aligning around a global the healthcare supply chain for

(B Baxter [choondchaen G 952 i medtronic B BRAUN - smiths

Mission and Vision

The mission of the GS1 HUG™ is automatic identification 1o arganizations (manufacturer,

1o lead the healthcare industry imprave patient safety. wholesaler, distributor, hosgital
1o the effective utilisation and The vision of the G51 HUG™ is and pharmacy) to seek input and
development af global standards to become the single source for direction for global standards in
with the primary focus an regulataery agencies and trade the healthcare industry.

—~ -

“I'm 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. GS1 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 Healthcare User Group (G51 HUG™) we will see
wide impl wtation and i

Miguel Lopera, President & CEQ of GS1.

ent globally.”

©2007 GS1
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Communication & Coordination Support Team

HUG Brochure Update:
HUG Leadership Team

The HUG Leadership Team is respansible for the activities of the HUGL It comprises a minimum af 7 and

a maimum af 12 full members. The seats are split by region; 5 North America, 5 Europe and 2 Asiaflapan
region. The Leadership Team selects two Co-Chairs. Qualifications to serve as a Co-Chair include prior
experience in the G531 HUG™ Leadership Tearn. The Co-Chairs provide representation from all healthcare
sectors and an attermpt will be made 1o keep a geographical balance. The Leadership Tearn holds regularly
schedulad teleconferences to monitor progress, discuss issues and meet in parson in connection with

the HUG conferences, which are held in various geographical locations. Further face-ta-face meetings are
orgarised as required.

HUG Work Teams

The HUG Leadership Tearn initiates Work Teams 1o work on clearly define global requirernents, with
expertise provided by HUG members and, where necessary, support from GS51. Each Wark Tearm works to

a defined scope, objectives and deliverables. Since the faermation of the HUG in May 2005, a number of
Work Teams have already campleted projects or the teams have been merged with ather teams ta wark on
enlarged requirements (e.g. Instruments & implants Marking, Standards Development, GTIN Allecation Rules,
Standards Implementation, Regulatory Affairs and Vaccines & Bialogics). Wark Teams will cantinue 1o evalve,
depending upan changing o new requirements

HUG Support Teams

Withir the HUG Leadership Tearn are twa Support Teams - Membership and Communication &
Coordination. These teams are lead by; Volker Zeinar, B.Braun & Rich Hollander, Pfizer and bath supported
by Jim Willmett, Smiths Medical .

The ohjective of the Membership Support Team is to crganise HUG enlargement to progressively include
all stakeholders,

The ohjective of the Communication & Coordination Support Team is to lead and organise internal and
external communications of the HUG and establish the HUG as the leading voice in the area of autematic
data identification in the healthcare industry. This includes; Press Releases, Articles for Pubslication,
Mewsletters, Formal Cammunications, Structure & Content of the HUG website and suppart for the Wark
Teams and Local Interest Teams (HUGLITs). The Support Team warks very closely with the HUG Leadership
Tearn and the G351 Global Office, Marketing Department.

L HlLE | TN 1T TN T TN
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HUG Brochure Update:

HUG Work Teams:

« Business Case

Scope: Internaticnal {global) coverage of all patients, regulatory bodies,
ain participants. It indudes healthcare providers as well as first and
third party payers.

Objectives: Develop a compelling business case to demonstrate the
berefits of using a G51 global standard for automatic identdication in
healthcare The case will be applicable to linear bar codes, 20 codes, and
RAD. The case will be based on direct, first hand data gathered from the
international anvironmeant

Deliverables: & full report of the findings for printing and Intzrnet
publicaticn. From the repaort, an axecutive summary will be prepared
for top management and alectranic presentaticn material for regulators
and general audiences. The executive summary will include details of
benefits that are impaortant to high leval management

Leaders: Ed Dzwill - Johnson & Johinzon

Dr. Hugh Lockhart - M&U School of Packaging

Public Policy

Scope: International To incude all G531 senvice offenings: bar coding, RFID,
numbering systems (SGTIN, EFC, GLM, GSRM, etc), and data synchronization.

Objectives: Identify reguilatory, technical, commeroial, and process bamiers
to implamenting G5 standards in the global heatthcare sector. Develop
strategies to overcome barmiers and spaad adopticn.

Deliverables: Maintain database of regulatory agendies and auto
idemtfication policies. Maintain database of G51 HUG™ members' adoption
status. kdentify thrae (3] target markets and strategies to drive adoption
Develop publication “Global Guidslines for Automatic Product Identification
‘of Pharmaceuticals and Medical Devices”

Leaders: Jackie Raz Elkin - Medtronic

Tom Werthwine - Johnson & Johnsan

m il amE i I imn I I iEE 1 | 8.8 |
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HUG Brochure Update:
HUG Work Teams:

« Auto-ID Data

Scope: 1) From the moment a product is *finished” in manufacturing
through to the end of patient treatmant. 2) Adversa events, related to

data capture. 3) Animal health products will be in the scope for gathening
raquiremnents cnly. 41 Food services will not be included other than
therapeutic nutritional products. 5) Eguipment used to transport patients is
out of the scope, other than those classified as medical devices. &)
assets used by a patient such as tables, lights, etc. is cut of the scope.

Objectives: To improve patent safety by standardising the data content for
healthcare applications of autcmatic identification data capture systems.
The work team will generate the business and data requirements required
for all products within the scope of the HUG

Deliverables: Report defining the business and data raquirements will ba
delivarad to the HUG Leadarship Team for HUG wate This document will
be usad by the Senalisation, Carrier and AIDC Application Standards Wark
Team: for incorporation into the final AIDC Application Standard

Leaders: Mark Walchak - Pfizer

Mark Hole - Tyco Healthcare

Serialisation

Scope: Define serialisation schema fior healthcare products, with product
traceablity for patiant safety as heghest pricrity how and whers to usa mass
sefialisation for traceability)

Objectives:

Deliveral

Leaders Stave Hess - Merck

Fiarre Stoquart - G5H

Data Carrier

Scope:
8] : Identify the data carmiers for healthcare product packaging and
direct marking. Establsh standards fior carrier printing/marking/encoding,
scanning/verifying/decoding and quality (where and when to use which ~ =
bar code type like EAN-12,G51-128, RE5, Data Matrix or RFID tags). ]
Deliverables:
Leaders:
S )
. IR EEE SN | SN
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HUG Brochure Update:

Products & Services

HUG Local/Regional Teams:

In addition 1o the HUG Work Tearns, sormetimes it becomes a requirement to create HUG Local/Regional
Teams. The teams wark on clearly define local ar regicnal reguiremnents, with expertise provided by HUG
‘Wark Teamns, the localfregional G51 member arganisation and local HUG members. Each localfregional
team works 1o a defined scope and deliverables. These deliverables could be ta resolve a local reguirernent,
implarment a global requirernent or turn a local requirement into a glabal standard. The teams are there o
- > healthcare. reduce glabal diversity and reduce patential complications for manufacturers or the supply chain. Curreritly
the follawing local/regional tearms are in operation and up-te-date information can be obtained from the
B B2 e

1

Australia

HUG (Wark Tearms) or Member Organisation's website.

., Printfrisndly
e

=

Healthcare industry

Mt & nd. Supgor ‘ + Australasia
o R Industry status ;
G531 Australia fwwew gslauorg/home.asp)

The Healthcare industry sector in Australia is a major part of the econemy with total
public and private expenditure on Healthcare equaling approximately 10% of GDP and
with more than 65,000 million dollars spent on Healthcare per annum.

(S Mew Zealand [www.gsinz.ong)

— Frash Producs
— Haalthcars Healthcare is a complex industry sector where patient safety is paramount but where
—0rgzn other drivers — such as the ability to authenticate pharmaceuticals and medical
— Transpart & Logist devices, track and trace products from manufacture to the patient, and supply chain

e o improvement — come a close second.

There are more than 1200 public and private sector hospitals in Australia. The majority
of doctors, including GPs, are self-employed with a small propertien censisting of
salaried employees of Commonwealth, State or local governments.

+ Chile

Q51 Chile fwwwgsichileorgdefaultasp)

The import and supply of medicines and medical devices is regulated by the
Australian Therapeutic Geods Administratien (TGA) in order to ensure the quality,
safety and effectiveness of the products.

Medicines, or pharmaceuticals, prescribed by doctors and dispensed in the
community by independent private sector pharmacies are directly subsidised by the
Commonwealth Pharmaceutical Benefits Scheme (PBS).

Working groups GS1 Australasian Healthcare User Group Local Interest Team (HUGLIT)

GS1 Global Healthcare User Group (HUG) In order to ensure the requirements of Australian and New Zealand Healthcare
organisations are taken into account by the HUG, the GS1 Australasian HUGLIT has

The mission of the global Healthcare User Group (HUG] is to lead the healthcare been formed. This group will serve two main functions:

industry to the effective utilisation and development of global standards with the

. = Provide Australian and New Zealand input into the work of the HUG
primary focus on automatic identification to improve patient safety.

= Work on Australian and New Zealand specific Healthcare issues and bring
these to the attention of the global HUG for incerporation into this group's work

The vision is of this group is to become the single source for regulatory agencies and 1
plan

trade organisations (manufacturer, wholesaler, hospital and pharmacy) to seek input

and direction for global standards in the healthcare industry. Meetings « Switzerland

On the 22nd of August 2006, after one year of successful operation, the members of .
the Global Healthcare User Group officially announced that they will use GS1 » 14th Dec
standards exclusively as the basis for automatic product identification.

— (Inaugural Meeting) Melbourne, Australia GS1 Switzerland (wwwgsl.chy)

ember 2001

— Sydney, Australia

To register your interest to participate in the GS1 Australasian HUGLIT, centact Tania
for more information about the HUG. Snioch at GS1 Australia, via telephone to +61 3 9558 9551 or click 1

Click = to email.

m il amE i I imn I I iEE 1 | 8.8 |

©2007 GS1
| B Bl I R EE I O EEE O EEE



HUG Brochure Francais:

Now available in:
French/Francais

26

Communication & Coordination Support Team

Le GS1 Global Healthcare
User Group* - GS1 HUG™

Travailler ensemble a I'amélioration de la sécurité des patients

*GS1 HUG™ - Groupe international sante
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HUG Conference Attendees:
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Germany

Hosted by:

B/ BRAUN

SHARING EXPERTISE

Any questions for ‘anyone’ in the
Communication & Coordination

Support Team?

Contact details:
Jim Willmott
Smiths Medical

Group Labelling Manager

T
\%
E

+44 (0)1303 236874
+44 (0)7766441573
Jim.Willmott@ Smiths-Medical.com

The global language of business

www.gsl.org



