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HUG Acronyms

HUG

HUG = Healthcare User Group

Helping Us Grow HAZUS User Group

Horizons Unlimited Group Hagerstown Users Group
Help Understand Guide Help Uncover the Gem
Handheld Users Group Holiday Utility Gift

Helping Unite Generations Haxial User Group

Healthcare UnderWriters Group Helping Understand Grief
Health Utilities Group Host Users Group

Hampton Roads User Group Harrington Users Group
HEASARC* User's Group Housing Unlimited Group
Heater Unit, Gas Harvard University Graduate
High Desert User Group Harvard University Geohome
Heavy Utility Gloves Helsinki University Geodesy
HTE Users Group Helsinki University Geography
Humanity United in Givin Helsinki University Geophysics
Highland Users Group Herndon Unique Gifts
Hodgkins United Group Hints Ultima Games

Horizon Users Group Hofstra University Geology

Holga User Group
Honeywell Users Group
Hydrologische Untersuchungsgebiete der Schweiz

* High Energy Astrophysics Science Archival Research Center http://acronyms.thefreedictionary.com/
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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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@1 Communication and Coordination
HUG

jaill
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* Eucomed

Voice of the Medical Technology Industry in Europe and Beyond
Membership ~ 60 Companies and 26 Associations

This represents about 80% of the industry in Europe (turnover)
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@1 Communication and Coordination
HUG

iaill
*¢ Eucomed

GS1 HUG™ + Eucomed ETF (eBusiness Task Force)

* Currently members from each group are working together to agree a
process of cooperation

HUG will attend ETF meetings and ETF will attend HUG meetings

Information will be regularly exchanged between each group

A number of ETF members will be identified to act as
representatives to the HUG

A delegation of HUG Leadership & Work Team members & ETF
members will meet the Department of Health (UK) on the 26 July to
discuss UK NHS strategy with regard to auto-ID. A pre-meeting will
take place in London at the ABHI (Association of British Healthcare Industries)
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Communication and Coordination

HUG

GS1 HUG™ Website:
GS1 Healthcare User Group

Mission and Vision

Find out more about the HUG:

Our mission is to lead the heatthcare industry to the effective utilization and developmeant of global standards with download the HUG brochure

the primary focus on automatic identification to improwe patient safety.

Our wision 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.

Join GS1 HUG News Future Meetings
To join, please contact Ulrike Kreysa at ulrike. kreysafasi.org. 23 May 2006: The most recent HUG newsletter has just been Next HUG Conference
published. Find out about recent developments in the HUG and full 13 = 15 June 2006
+ \iew list of existing members reports from the March 2006 HUG meeting in Rome. View all HUG Minneapaolis, USA
# Find out more about the HUG Newsletters, Register now!
27 March 2006: The third mesting of the global G51 Healthcare User Find out more about the conference
Group (HUG) took place in Rome, (Italy) from 21 - 23 March 2006.

Wiew meeting summary. ——

This conference will be hosted by:

Wiew past news items nn l l -

Allevigiine Bate - Betarine Healel Fiendine L

(www.gs1.org/hug/)
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Communication and Coordination

HUG

GS1 Healthcare User Group

News
News
Announcements
Charter # 23 May 2006: The most recent HUG newsletter has just been published. Find out about recent developments in the HUG and full reports from the March 2006
HUG meeting in Rome. View all HUG Newsletters,
Members * 27 March 2006: The third meeting of the global G51 Healthcare User Group (HUG) took place in Rome, (Italy) from 21 - 23 March 2006. View meefing
SUMMary.
I * 16 March 2006: The March 2006 HUG newsletter has just been published. Find out about recent developments in the HUG, new work teams and regional
orkplan

activiites in South America. View all HUG Newsletters.
* 05 December 2005: The second meeting of the global GS1 Healthcare User Group (HUG) took place in Princeton (US) from 29 Movember - 1 December 2005.
Contact View meeting summary.
e 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 mast 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 GS1 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 glebal 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

e May 2006 / No. 3

& March 2006 / No. 2
& November 2005 f No. 1

©2006 GS1
"'T B EE | T REE 1T &I BEEE ' &' B BE
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GS1 HUG™ Website:
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Communication and Coordination

HUG

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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HUG Newsletters:

Communication and Coordination

The global Healthcare User Group

1 GS1HUG™

HUG

- Newsletter No. 3

Walcome to the third edition of the G831 HUG™
Mewsletter! This newsletter aims to inform you
regularly aboul our activities and progress in the
global Healthcare User Group, GS1HUG™.

We look forward to receiving your comments,
feedback and questions, possibly for inclusion in
future newsletters.

More information can be found on cur websile
wwew.gs1.orglhug!

Third meeting of GS1 HUG™
global Healthcare User Group in
Rome, Italy.

The GS1 Healthcare User Group, G31 HUG™
mat from 21 to 23 March 2006 for the third time,
discussing and developing global healihcare
business requirements to improve patient safaty.

The 3day conference provided valuable
perspectives, from various parties i the
healthcare supply chain, into a wide range of
business issues requiing GS1 in

Alvaro Fusetti, GB1 Haly
gave a shor introduction
into the GS51 organisation
and explained the broad
GS1 product and service
portiolic with  BarCodae,
eCom, GOSN and
EPCglobal. He also
underlined the imporfance
of the work in the
healthcare industry  for
G81.

Dr. Bergamaschi
introduced the traceability
project  of the Iltalian
Ministry of Health and
the current status. The
second phase of the
project has now started.
The first promising results
can be seen and a
technical working group
has been formed, to which
G351 is invited 1o
participata.

Rich Hollander, HUG Co-Chair, Pfizer provided
an overview of the HUG, including its formaticn,
mission and vision, present focus areas, guiding
principles and work teams.

Aflerwards the HUG work team leaders from
Smiths Medical, Medtronic, Johnson &
Johnson Meadical Davices and

support of their resolution. The issues discussed
ranged from prevention of dispensing errors,
wisibility into healthcare cosis, e-commerce lo
serialization. Work teams had the opportunity to
meet and have more in depth discussions about
how 1o begin aligning towards existing global
standards for each area or conversely, to identify
slandards that do nol yel exist and need
daveloping.

This time the meeting took place in Rome and
was hosted by GS1 ltaly, supported by
sponsorship through Plizer. Alvare Fusetti, the
CEOQ of GS1 ltaly, and Dr. Bergamaschi, from the
Italian Ministry of Health, welcomed the 80
dalegates from global manufal:lurars,
i hospitals,

bodies, GS1 member organisations and GS‘I
Clobal Office.

Bu)dnn G&K, Merck a’n‘l B,

Braun by pi
more information abuut the objectives, actions
and status of their work tsams.

“Our target
and most hal
reference. For the codification system

the i GS1.”

Mark d'Agostine, VP clf GS‘I Standard
of G531
to develop the standads ma healthcare industry
needs and appreciated the commitment of the
HUG fto the GSMP, the GS1 Standard
Devalopment process.

GS51 HUG™ Newslatter No.3 - May 2006
Page 1 af 8 pages

Le global Healthcare User Group

GS1 HUG™

- Newsletter No. 3

Voici s N 3 de la Newslstter du GET HUG™.

Ceite publication a pour but de vous informer
réguligrement sur les activités ef les avancées du
Groupe international de lindustrie

i ef des di kil G571

HUG™.

vos vos
ol questions, qui pourront étre inclus dans nos
futures Newsletters,

l'organisation GS1 et expliqué la porte-fauills
complexe de produits et services de GS1 avec
BarCodes, eCom,
GOSN et EFCglobal. Il a
également souligné
limportance des travaux
de lindustrie médicale
pour GS1.

Le Dr. Bergamaschi a
présenté le projel de

e du Minists

Vous awez plus dir i &n

nolre site web www.gs 1.orghugs.

Troisiéme réunion du Groupe
international des industriels de
produits de santé (GS1 HUG™) a
Rome, ltalie.

Le GS1 HUG™ s'ast réduni pour la 3™ fais du 21
au 23 Mars 2006 pour fraiter des  bescins

internationaux en matiere de gestion des
processus pour améliorer la sécurité des patients.

Cette réunion s'est tenue 8 Rome, organisée par
551 Malie et parrainée par Pfizer. Alvaro Fusetti,
Président Diracteur Général de GS1 ltalie, et la
Dr. Bergamaschi, du Ministére ltalien de la Santa
ont accueilli les 80 experts mondiaux repré-
sentants las fabricants,
grossistes, haopitaux,
associations,  organis-
mes de réglementa-
tion, vrganisations
membres de G51, et le
Bureau  mendial  de
G51.

Alvaro Fusetti, GS1
Halie a fait une bréve
présantation de

Italien de la Santé. La
seconde phase du projet
a commencé. Les pra-
miars résultats  positifs
sont déja visibles, et un
groupe  de  travail
technique a été consti-tué, auquel GS1 est invité
a participar.

Rich Hollander, Vice-président de HUG, Pfizer
a présenté la mission et les objeclifs du HUG, ses
travaux en cours, et son mede de fonctionnement.

Ensuite, les autres partenaires du HUG qui sont
Smiths Medical, Medtronic, Johnsen &
Johnson Medical Devices and
Pharmaceuticals, Baxter, GSK, Merck and B.
Braun ont developpé ces aspects at fournis plus
dinformations sur les objectifs et actions de
chacun de leurs groupes de travail.

Mark d') i VP du D& des
Slarlrlands de GSI a mnﬁrrns I'Bngagmn[ ds
GS1 a4 D
besoins de I |ndusha phamaceutiqus et des
de Dans ce sens il
se falicita de lengagement du HUG aux travaux
du GEMP, le Processus de Développement des
Slandards de GS1.

Suivi et repérage dans le milieu
médical clinique Suisse

Christian Lovis, Chef de I'unité Informati-gue
Clinique de I'Hopital Universitaire de Genéve,
Suisse, a présenté un intéressant apergu de
I’ de la RFID pour
les soins aux patients et lefficacité dans son
hapital. La technaologie est principalement utilisée
dans les aspects logistigues liés aux sains, lels
que les contréles d'accés, pour le contréle de la
distribution de linge avec la réceplion et la
distribution des produits, mais aussi pour
G54 HUG™ Newslatter No 3 - May 2005
Page 1af 8 pages
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Communication and Coordination

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).

©2006 GS1
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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

Traceability and counterfeiting
Other aspecis that have 1o be considered are the
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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
input, enabling traceability in the case of recalls but
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.
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Mehr Sicherheit fur Patienten

Die Healthcare User Group will eine filhrende Rolle hinsichtlich der effektiven Nutzung und Entwicklung
von globalen Standards Gbernehmen. Primares Ziel ist die Verbesserung der Patientensicherheit.

renemittelfilschungen und
Fehler bt der Vierabreachung
wos Mesdikarnenten oder Appli-

kation von Medizinprodukien bedro
hi=n et die Sicherheil von Fatienten
weliweil.

bm Jahr 200 verafTentlichee das
Iostetute of Medicine (IOM] in den LSA
beachteten Bericht To Err
urnd seithier lial eine wach-

stinen

15 Human®,
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weedt Gbrer Medikationsfehles berichiee
Duredy das Seannen von Barcodes kin
nen Daten schaell und sicher erfasst
werden und 1 automatischen Syste
men sowohl mit der urspriinglichen
Verordnwng verglichen als auch deku-

mentierl werden So wird sichergestellt,

elass dem rlelitigen Patienten das rich
tige Arznernitiel o der tichitigen Dos e

sung eum richligen Zeitpunkt kor
appliziert wird. Barcoding spart nicht
nur Kosten, es kannauch Leben retten!
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dizinischen Versorgungskette su ge

wibdeisten, Durel automatische Pro

uktident ificerung in Kombiration mi

elektmniseh ibermitiellen Diten kann
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Le secteur de la santé
développe l'utilisation
du systeme GS1

Le systéme GA1 est utilisé de maniére
Intensive en Suisse depuis de nombreu-
ses anndes, en particulier pour Nidentifi-
cation des emballages de vente de
médicaments et celle des acteurs de la
santé (comme les pharmacies, médecing
et hépitaux). Depuis son intreduction,
des applications efficaces ant démontré
la pertinence de ce cholx et son impact
modérateur sur les codts: logistique
entre et tes, contréle

déploiement ultérieur dans I'hépital
sera facilité par cette expérience, lors-
gue les travaux de construction autour
d'un site unigque auront é1é achevés.

En Suisse, les hépitaux de Genéve,
Lausanne et Thoune sont en traln de
mettre an place ldentification du séjour
de patient au moyen du GSEN (Global
Service Relationship Mumber). La capa-
cité de numératation du GSRN est trés

et permet dintégrer des
dans un iden-

des a1, plus fac-
turatien aux assureurssanté dans le
cadre du TARMED.

Le potentiel du systéme G51 n'a cepen-
dant de lein pas 6t épuisé. Des déve-
loppements en praduction i l'éranger
Incitent & rechercher de nouveaus avan-
tages du systéme GE1. Le domaine dela
séourité des patients fait parte de ceux-
cl. Quelgues aspects intéressants & ce
sujet SNt passés en ravue.

Lidentification du séjour du patient

Un article paru en décembre 2005 dans
la revue sSwiss Medical Informaticss
documente cormment le séour du
patient (en anglais: patient episode) est
idenufié. En Irlande, la tracabilité des
médicaments dénvés du sang depuis le
fournisseur jusquiau receveur 4 son
domicile a fait l'objet d'un important
projet. Les patients souffrant dhémo-
philie doivent en effet dtre traités avec
des medicaments & la fois sensibles et
onéreux tout au long de leur exstence;
une tragabilité sans fallle simpose dés
lors dans e circuit de ces médicaments.
Le centre de compétence national
ilandals a décidé d'unliser le systéme
G551 pour ldentification des acteurs,
lieux et produits dans ce domaine. Le
méme article mentionne gue le Centre
hospitalier universitaire de Dijon a pro-
cédé & une expérience pilote sur la ges-
tion des déplacements dans le service
des urgences. || s'agissait dobjectiver la
charge de travall des brancardiers. Un

tifiant unigue & structure standardiséa.
Les transferts de patients entre hbpitaus
travaillant avec la méme structure
didentfication seront facilitds. 1l s'agit
d'une contribution & une augmentation
de la sécurité du patient.

P’ Christian Lovis, responsable

Unité dinformatique dinlque, Service
dinformatique médicale des HUG
ales HUG dispesent d'une identfication
standardisée de séjour et de localisation
des patients. Il gagit 13 de la colonne
vertébrale du systéme dinfermation
hospitalier. Par ailleurs, une démarche
commune avec les Hospices cantonaus
vaudeds vise & mettre

0 Mare Oertle,

Spital Thun-Simmental AG

aDie Verwendung von GSRM fur die
Identifikation der Patienten und des Per-
sonals ist fur uns eine erste Etappe in der
Implementierung des GS1-Systems im
Spatal In naher Zukunft sollen zudem
die Patientan mit einem RFID-Wristband
identifiziert werden, was Verweachslungen
reduzieren lasst und den berechtigten
Spitalmitarbeitern direkten Zugang zum
Patientendossier ermaglicht.

Le G51 Healthcare User Group

1651 HUG™}

Au cours du premier semestre 2005, des
entreprises du domaine de la santé ont
constitué le G51 HUG™. Les objectifs
sont notamment d'augmenter la séouri-
é des patients et Fefficacité des chaines
de distibution au moyen du systéme
G451, Ce groupe composé initialement
de représentants de quelgues six des plus

maintenant plus de 30 fournisseurs. Une
wingtaine de services de santé et d'asso-
clations régionales de la branche sy
sont joints. Lors de la réunion du mois
de mars 2006 & Rome, dewx représen-

en place des ounls dinteropérabilivé
efficaces, permettant de tirer profit des
5 que les fi met-

tants b | sulSSEs ONT participd
Intensément aux travaux du HUG™: |
professeur Christian Lovis et Hervé May,

ble de la stéril centrale

tent sur les approvisionnements hospl-
taliers, comme les prothéses ou les
médicaments, et alnsl optimiser la
logistique et la sécurité des patients au
mayen du systéme G51.e

des Hbpitaux universitaires de Genéve.
Hervé hey copréside le groupe de travail
sur le marguage des instruments chirur-
gicaux avec Violker Zeinar de B Braun
Medical. Four le G851 HUG™, un des défis

72 | Healthcare | 2/2006 | G51 netwark

les plus impertants que le monde de la
santé doit affronter actuellement, est de
répondre & des réglementations crods-
santes en nombre et en Intensité. Les
solutions standardisées, glebales et non
pas nationales, régionales vodire indivi-
dualiséas sont prvilégiges par lindustrie.
Le marquage des instruments chirurgi-
caux & I'unité fait partie de la recherche
de solutions uniformes au niveau de la
structure de l'dentifiant.

Beneit Landanger, Landanger SA,
Chaumont (France)

«Motre FME est un important fournis-
seur dinstruments chirurgicaus en
France et 4 l'exportation. News avens
commencé en 2006 de marquer systé-
matiguement tous nos instruments avec
un Datamatrix incluant le GTIN et le
numéro de série des Instruments. Sur
demande des hopitaux, nous fourmis-
sons la méme information dans une
puce AFID, intégrée dans instrument en
cours de fabrication. Lidentification
standardisée de chague Instrument
Individuel permet aux hipitaux de me:
tre en place une tragabulind i 'unité jus-
qu'au patient, ce qui est devenu une exi-
gence réglementaire en France. La cholx
du systéme G51 résulte de son caractére
ouvert et de son adoption dans une
norme expérimentale de lassociation
frangaise de normalisation |AFNOR]»

Un cluster santé en Sulsse, le G51
HUGLIT {HUG Local Implementation
Team]

Tous les acteurs ne peuvent pas partic-
per pleinement aux travaux du G51
HUG™, ni aux travaux de G51 Europe

dans le domaine de la santé. Par consé-
quent, et sur le modéle du GS1 HUG™,
G51 Suisse a constitué en hiver 2006 un
groupe de travall poursuivant les
mémes objectfs que le groupe global,
mals & une échelle plus proche du ter-
rain. Farticipent & ce groupe depuis sa
constitution:

+ Alloga Schweiz

+ Amedis - UE

+ B.Braun Medical

+ Galexis

+ MNovartls Pharma Schweiz
+ Pfizer

+ Sancfi-Aventis

+ ZL8 Behring

Le groupe aborde maintenant une
phase d'élargissement auprés d'autres
membres de GS51 Suisse, fabricants,
distributeurs, hépitaux. Léchange d'in-
fermations entre le marché suisse et
les groupes de travail globaux, puis
ultérieurement avec des projets pilotes
définis par les unilisateurs va pouvolr se
dévaloppear.

Rich Hollander, Senlor Director of
Packaging Services for Plizer's Global
Manufacturing

aThe Swiss HUGLIT 5 an exceptional
opportunity for the Global Healthcare
User Group to communicate with its
local components: manufacturers, distri-
butess and users as hospitals. We want
to take this opportunity to know market
needs and secure implementation of the
G581 standard in full consistency with our
global approachs

Nous sommes en phase avec I'Europe
En janvier 2006, EUCOMED (l'association
pé des fabricants f:
médicaux) a organisé un workshop avec
des représentants hospitaliers sur le
théme de la tragabilité. Un des objectfs
dtait de déterminer I'é1at de préparation
des hépitaux guant & l'utilisation des
informations que les fournisseurs offrent
dans des codes a barres G31. En matiére
de tragabilit, ce sont le GTIN, le numéro
de lot et la date de péremption. Parmi
les orateurs invités, Silvano Campani,
ble des i i
cations et approvisionnements, a expri-
mé les attentes et travaux du CHUW, qui
a pris la décision stratégique d'unliser le
systéme G51 pour améliorer les flux lo-
gistiques et |a gastion des stocks au sein
de léablissement.
LAssociation européenne des pharma-
ciens d'hépitaux (EAHF) a tenu son con-
grés annuel en mars 2006 & Gendve. De
nombreux débats autour de la sécuritd
du patient et des processus de médica-
tion ont £t tenus dans ce contexte.
¥ Pascal Bonnabry, pharmacien chef des
Hbpitaux universitaires de Genéve, a
animé un workshop sur le théme de
acode & barres et RFID: de la théorie a la
pratiques. Suivi par des salles combles,
le workshop a débouché sur un dialo-
gue constructif entre arateurs et public,
ce dernler compranant les avantages
d'un systéme didentification uniforme
at global. De nombreus pharmaciens
hospitaliers européens se sont engagés
& parler du systéme G51 avec leurs four-
nisseurs. |ls attendent de cette solution
uniforme une meilleure gestion de leurs
stocks. De plus ils disposeront d'un
Instrument complémentaire favorisant
la maitrise de l'administration des médi-
caments. [

Christian Hay
Délégué santé, G51 Suisse
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Work Together Toward a Global Auto-ID Standard

Commendable as they are, FDA's efforts to promote patient safety through
mandated bar coding and encouraged RFID tagging are not enough. And,
even if every ministry of health around the world were to do the same, it still
wouldn’t be enough.

Why? Because country-specific regulations may satisfy the needs of those
countries, but they often clash—or simply just don't click—when products
move across borders throughout the global supply chain. When it comes to
automatic identification, codes developed for one tracking system won't
necessarily be recognized by another. How can a manufacturer of products
supplied to the global marketplace keep up with all the regulations and still be
able to track and trace its own products with ease?

By working with other manufacturers to harmonize auto-ID standards. In this
month's roundtable discussion (p. 48) with pharmaceutical and medical
device packagers, these professionals describe their voluntary work toward
harmeonization in the GS1 global Healthcare User Group (HUG).
“Multinational companies are struggling to keep up with individual market
needs that keep being put out there in the form of regulations that are
divergent from one another,” says Rich Hollander, senior director of
packaging services for Pfizer. "The HUG was formed to develop global
standards in the healthcare industry when it comes to automatic
identification.”

The HUG's efforts could very well obviate the need for auto-ID regulations.
“We are seeing more and more interest from people who do not want
mandates, such as regulatory bodies and governments,” says Peter Tomicki,
global packaging project manager for Baxter and a HUG participant. “They
would like to see one harmonized approach and then basically say, ‘Go follow
that.” We have seen participation from countries around the world. We are
gaining traction in the industry.”

And the HUG may even challenge some regulations. In its bar code rule, for
instance, FDA requires that the National Drug Code be encoded in a linear
bar code. "The HUG does not agree,” says Hollander. “We would like to allow
the use of a two-dimensional bar code for reasons that were not articulated
very effectively back in the rule-making process. The HUG is in the process of
writing a letter to FDA to formally request that it reconsider the two-
dimensional code.”

Our best hope against threats to patient safety lies with the product
manufacturer. The HUG's efforts are significant, precisely because
stakeholders, not regulators, are doing the work. “If the healthcare industry
can come up with global standards that make sense and meet the needs of
stakeholders, we will have a powerful approach,” says Tomicki.

Daphne Allen, Editor
daphne.allen@cancom.com

Striving Toward a Global Code

To stop counterfeiting and to control medical errors around the world,
auto-ID standards need harmonizing.
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and diversion, FDAs work may not be
enough. Global standards shared
throughout the healtheare ndustey
may be the key to identifying and
authenbcating produrts

The GS1 Healtheare User Group
(HUG: wwws | orglhug) is a volun-
tary group of specialists who have
rome together to develnp autematic
dennfication standards specific 1o the
needs of the healthrare industry In

this exclusive roundiable discussion
with PUP News editor Daphne Allen
several of the GS1 HUG leadershp
team members and work team leaders
discuss the group and its hopes 1o uni-
Iy mntomatic sdentlication standards
theaughout the world

Participants include Steve Hess,
wemior divectar of packsging techaolo-
gy Ine Merck; Rach Hollander, semior
dircetor of packaging services for Pliz-
ers Ulrike Kreysa, group manager,
healtheare solutinns, GS1 Sohatione,
GEL Global Offee; Peier Tomicki,
plobal packaging project manager far
Baxter; and Mark Walrhak, senior
manager, global package techunlogy
anl testing, for Pler

Can you explain a litile bit
about G581 HUG and what are
some of the current tasks at
hand?

Haollander: The GS1 HUG was
farmed ahoot 3 year agn o help bring
together the medical device and phar-
macentical product communities o
understand how to best apply aute-
matic identification teols 1o address
msues bvolving patent safery When
we talk abow paticnt safety, we are
talking about everything from preven-
tion of dspensing ermrs 1o serializie
tion to enable the anthentication,
tracking, and tracing of high-risk
products subject to counterfeitng, In
the past yoar, we have met three times
lormally—once cach i Brussels
Princrton, NJ, and Rome. Dhring that
time we have worked to understand
the spectlic requirements for patient
safety around the wordd, Mot just fom
a wser perspective— that 35 the prachc
manufarturer—bai also fom the mest
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?

Kreysar EAN Interaational and
UG rame together 1% vears ag
lormed the new arganization

which ix a really global arganization
Belore, there were differens member
arganizations around the world in
more than 104 countaes, all with dif-

Beret atniisy: The Mgt anes preva
e r arganizatings
in Europe and Japan. They all have
decided 0 form one global arganga-
tiom ralled GS1

nd some mem

Hess: One thing that attracted me
tn this nrgamization was the apprnach
ol trying tn leverape the entire portikin
nl GS1 technnlogies. The HUG was
not forused salely on wsing a single
technology to sohve all problems Abso,
there are lots of other natames that
are very US-centric, but 1 was atiract-
ed 1o the HUG's glabal appeoach. I
think that = just &1 prweril

Docs this mean that there will
be one harmonized approach to
bar coding or electronic product
coding for healtheare products?

Walchak: One of the things that
we are toying o do 1 o have a stan-
dardized systrm for assigning numbers
that will be used from a unit-dose
aspirin all the way up to an MRI
machme. [t would cover any OTC ar
prescription drug and all medical
devices. Wee will have a standardieed
svstem that can he used unnersally:

Tomickis The scope of the HUG
is really across all industries within
healihears — deviees, pharmacrutrals,
binlogirs, vaccines, and all the
aubandustries within those. I think o =
arroas all ol healtheare and o
eoneert with the GBI, which = across
all ather indestries as well. It makes

srnse (o align healthrare as one indus-
try as hest as we can so that it 1s ool

e e ® Prasmarsitcal f Mickeal Packogrg Sews June 3l
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A standardised approach in adoption of
best practices like use of barcodes with GS1
standards in various healthcare applica-
tions by Indian hospitals is essential to en-
hance patient safety. It would also shape
the strategy for future applications like EDI
(electronicdata interchange) at a later date.

But now, realising the importance and
urgency, GS1 has recently facilitated the
formation of a global GS1 Healthcare User
Group (HUG). Its objective is to lead the
utilisation and development of global stan-
dards for the healthcare industry, with the
primary focus on patient safety through
use of standards & technologies in auto-
matic product identification. Baxter,
Boston Scientific, B Braun, 3M, GSK, Hos-
pira, Johnson & Johnson, Medtronic, Mer-
ck, NACDS, Pfizer, Smiths Medical and

Tyco are part of this global initiative,

A health check for Indian hospitals

AS THE Indian healthcare sector
at a frantic pace transform-
g intoa $17 billion industry with
anannual growth rate of 13% a year, what
is clear is a picture of the Indian healthcare
industry which is no longer limited 1o only
hospitals and patient safety. Today it has
grown its dimensions with new concepts
like medical tourism flourishing within
thisindustry at the growth rate of 15% per
aunum, raking in over $2 billion as addi-
nal revenue by 2012, Last year alone,
1d 1.5 lakh medical tourists visited In-
rrating $2.3 billion annually.
he increase in medical tourism, itis
tfor India toassure the world that

beginning to explore international stan-
dards organisations such as JCAHO or its
international wing,

g
g
5
3
g
3

strate to the western world that they meet
their expectations of standard of care. They
are also beginning to focds on the use of

standardsand technology in'the heal
supply chain that forms the ba
ensuring quality healthcare se

As Indian hospitals equip
with implementing best practices in he
care in terms of hosplta processes -
ment & technologie
h.a £S5in i

Froperab andmu]umaralmndardsin
creases to allow the efficient use of informa-
tion systems. Over the past many decades,
many industries have been successfully us-
ing tried and tested tools like barcoding with
unique and universal productidentification
standards. Globally also the healthcare in-
dustry has been leveraging these rools for
various hospital applications.

Use of modern IT technologies like bar-
code would facilitate patient safety, inven-
tory & FIFO (first in-first out) manage-
ment of hospital supplies and efficient as-
set management within hospitals. Using
barcodes will also facilitate patient track-

GUEST COLUMN

RAVI MATHUR

@ With the rise in medical tourism, India has

to assure the world that it can provide
quality healthcare at an affordable price

L] g“ngm rnoolsﬁbarwdnml
Cli patlentsnmv efficient asset
management within hospitals
@ Quality, accreditation and standards of
care ensure the best healthcare practice

ing, patient record retrieval, and automat-
ed billings in a hospital.

One of the most importantuses is how-
ver in the ease of medicine recalls, as it
&l 5 I.n providing a focused and limited

attending ba ."]JE!'

etfcu lgm'nem (as the case may be)
which would be traced out, thereby re-
Iting in avaluable savings in terms of
money as wellas brand equity —a benefit
not only for th facturer, the indus-

try but also for the safety of the consumer.

A standardised approach in adoption of
best practices like use of barcodes with GS1
standards in various healthcare applica-
tions by Indian hospitals is essential to en-
hance patient safety. Tt would also shape
the strategy for future applications like EDI
(electronic data interchange) at a later date.

r.!:ﬁnlau:iry organisations like US FDA
{Food & Drug Administration), have also

taken pro-active measures by mandating

the use of barcodes following internation-
al identification standards of pharmaceu-
tical products, medicines, medical devices
& implants, blood bags & products etc to
reduce the high butavoidable incidence of
medication errors,

Institute of Medicine 2001 & Health
Grade 2003 reports cite approx 100,000
deaths annually in USA alone due to med-
ication errors, with the incidence much
higher in developing countries. Tradition-
ally, hospitals have been slower to modify
their business models and adapt to chang-

business environments and conditions
when compared to other industries. Infor-
mation systems have also followed this
trend resulting in hospitals being more fo-
cused on infrastructure that has become
mnmefﬁuemmherthanbusimsspmmss

But now, realising the importance and
urgency, GS1 has recently facilitated the
formation of a global GS1 Healthcare User
Group (HUG). Its objective is to lead the
utilisation and development of global stan-
dards for the healthcare industry, with the
primary focus on patient safety through
use of standards & technologies in auto-
matic product identification. Baxter,
Boston Scientific, B Braun, 3M, GSK, Hos-
pira, Johnson & Johnson, Medtronic, Mer-
ck, NACDS, Pfizer, Smiths Medical and
Tym are part of this global initiative.

Now il is no longer a matter of debate
that words like quality, accreditation and
standards of care are, or need 10 be, part of
the standard lexicon of any healthcare or-
ganisation that is worth its salt. Hence it is
n;l ]as mtlterofs;i]fj‘s bl:l':l‘ ‘when’ Indl‘andhns-
pita recognise the urgency of adopt-
ing a standardised suppl;rg Chacl’trl that \Eili
play a critical role in bringing-in best prac-
tices and ultimately saving lives.

(The author is CEO, GS1 India, an affiliate

of GS1 International, Belgium. GS1 India isa
Joint industry-government initiative, bringing
international practices to supply chain
management in India. )
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HUG Brochure:

Communication and Coordination

The GS1 Global Healthcare User
Group - GS1 HUG"

Working together to improve Patient Safety

B www.gsl.org/docs/patient_safety/hug_brochure.pdf

Now available in:
French/Francais
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Francais:

Communication and Coordination

Le GS1 Global Healthcare
User Group* - GS1 HUG™

Travailler ensemble a l'amélioration de la sécurité des patients

*GS 1 HUG™ - Groupe international sante

Download version available soon

©2006 GS1



Any questions please to:
Rich Hollander

HUG

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

Hosted by:

% The global language of business
Medtronic

ting Pin-Rearing Healtr Etending LY www.gsl.org
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