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PARKING details:

= Cross over 69th Avenue

= Enter the Parking Lot on the West side (your left)

= Continue to drive West to the last building in the lot

= and look for open parking spaces in front of CRM West building.

= Enter into the building and walk straight toward the reception desk.

= The receptionist will provide temporary security badges and further instructions.

Click here to see a Google Map
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Labeling items shall be ethical drugs (In hospital use).

A product code(GTIN), expiration date, manufacturing No. or code and quantity
shall be indicated as mentioned below according to the unit of packaging forms
And types of ethical dugs (Note 1, Page 6).

(1) Formulation {unit dose) package unit (Note 2}

Typo of ethicot drug. | Product |Explration planufacturing
code date. No. or code.

Speciic blolagical
(Note 6} | producrt.
Blological product
{excluding speciflc ©. O. O.
bivlogical products).
Orat medicine

@. @ @.

{excluding biotogieal &. O (&
products).
tnjection  {exciuding N
biolagical products). . - O
External medicine
{excluding  blologlcal [©Y . (&3
products).
©: shall be indi 1 ( ial indication ), O: not necessary (voluntary indication} 3
©2006 GS1
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The Japanese ministry of Health and Welfare notified the Pharmaceutical
manufacturers industry the document entitled “Standardizing a code system to specify
the Ethical Drugs (In hospital use) & Blood products” on 13, September 2005.

March 2008, * Implementation of Bar Code labeling of Ethical Drugs” for preventing
accidents of mix-up dugs and assuring traceability has been developed.

The three medical industry group will begin the source marking by the GS1-128 bar
code and RSS composite symbology by these ministry’s Notification documents.

The medical industry group are,
@Japan Federation of Pharmaceutical Industry Associations (= 1,500members)
@The Association of Dental manufacturers & Distributers in Japan

@ The Association of Blood products manufacturers in Japan
— July 2006, The source marking guidelines (manuals) will issued.
-+ The time limit of source marking is 2 years.

92006 GS1
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{2) Marketing (inner) package unit {(Note 3}

Type of ethical drug Product |Expiration fManufacturing §
codes dates No. or code~
Specific biological 8
productse ©- ®- ®-
Biclogical products o
{excluding specific [oH @ ®.
biological products)e
Oral medicine 8
{excluding biological [Of O O
products)e
injection  (excluding o
biological products)e ©- O Oe
External medicine o
{excluding bioclogical [O8 (o8 Oe.
products)e
©: shall be indicated ( tial indication ), O: not y {vol y indication) 4
AR MM R I MIDRNI G f SIOmEE R @z ©2006 GS1
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Additional data

(3) Logistics (outer) package unit (Note 4) ‘%
. Product |Expiration Manufacturing | Quantity |-
Type of ethical drug- codoxr date No. or code {Note 5)-
Specific biological ©. oy G G 5
products»
Biological products o
(excluding specific [ON [OR &a [oN
biological products)s
Oral medicine 8
(excluding biological Qv O [OX On
products)e
injection {exctuding 8
biological products)» O- O- O O-
External medicine S
{excluding biological O. O Qe O»
products).
©: shall be indicated ( tial indication ), O: not y vol ¥ indication)
5
2006 GS1
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Tab |et3 21tablets sheet 500tablets bottle 1000tablats bottle
14tablets sheet z
Product A Product A
(O0M0)
10 tablets sheet 010! Q O O
prosust A [o}ie) [Sife}ier
QiQ] 010! 01010
O O O O : O O O PRODUCT A
O O O O O O O PRODUCT A
010 Qx0: Q040
010: ‘0405 (01010
<Unit dose < Unitdose < Unit Dose
(Individuat package)> {individual package) > (Individual bottie)>
010 45XXXXXXX 555 cid (010 45XXXXXXX 777 &/d (0130 45XXXXXXX 999 o/
Set New EAN-13 & GTIN Caze of Naw EAN -13 code f Ne it
45 XOXKXXXX 555 cid or 45 777 cid o 45 XXOOOCKX 839 c/d or
49 BTXXX 55655 ¢/d . 48 BTXXX 77777 cfd < Unit Dose 49 BTXXX 99399 cid
< Unit dose (Individual bottle)>
(Individual package) > (0130 45XXXXXXX 888 c/d
(01)0 45XXXXXXX 666 ¢/d f New EAN-1
f New EAN-13 code 45 XXXXXXX 888 c/d of
45 XOOOOOKX 666 ¢/d or 49 BIXXX 88888 c/d
49 BTXXX 68666 cfd
Unit dose Indicator = “0” 7
©2006 GS1
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{Note 1}

“©" means those which shall be indicated (essential indication), and “O"” means those
which are not necessarily indicated (voluntary indication).

{Note 2)

The formulation package unit refers to the smallest unit of the package of drugs marketed
by marketing business license holders; i.e. a PTP sheet and pill boitle for tablets and
capsules, and an ampoule and vial for injections.

{Note 3)

The marketing package unit refers to, in general, the smallest package unit of drugs sold
by wholesale distributors to medical institutions; i.e. a box containing 100 formulation
package units of PTP sheets for tablets and capsules, and a box containing 10 ampoules
for injections.

(Note 4)

The logistics package unit refers to a package unit that several marketing package units
are packed by marketing business license holders; i.e. a carton box containing 10
marketing package units of boxes.

{Note 5)

The quantity refers to the number of marketing package units included in an original
package unit.

{Note 6}

Biological products : Medicine that extraction refinement is done from human and anémal

©2005 GS1
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100 tablets sales unit

Tablets _
L
-

10Dtablsts x 100pk

< Sales package unit>

(01)1 4987XXX 98903 o/d
Creatn GTIN from current EAN.

<Logistics (carton) unit>

T3040 57300 99993 0/ ) (02)2 4987XXX 98999 e/d (37 1100 /D
o " £ M from ct nl'!:"- -1. 4

: o qn
< Unidoms Indicator = “1 Indicator = “2"
{individual package)> 500 tablets sales unit

(01)0 ASXXXXXXX 555 o/d
Setnew EAN-13 8 GTIN

T
45 300000 555 &4 or ' J

48 BTXXX 55585 ¢/d [:>
X 500tablats
Indicator = “0" 500tablets x 20pkg}

< Sales package unit>
{011 4937XXX 83288 o/d

< Logistics (carton) unit >

Xk s T (02)2 4957XXX 88828 o/d (37 )10 ©/D
0 Create GTIN from current EAN-13(49
. 7 8 op st g
ORIGINAL : The Ministry of Health and Welfare, The Medical safety division, ©2005 GS1
kg iaucssr gy At
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1 vial sales unit

L7 :
2 J
1pe. 1 pe. X100 pkg

< Sales package unit> < Logistics {carton) unit >
{01)7 48B7XXX 22222 o/d (02)2 4987%XX 22222 o/d (37 }100 C/D
reate GTIN from current EAN- 1 N fre rrent EAN-1 7;
4 X & i
keep using
Indicator = “1¥
10 vials sales unit

Indicator = “2”

< Unit dose
(Individual package)>

010 48370 11111 o/ :
Setnew EAN-13 & GTIN @

49 87XXX 11111 cid or
45 X00CXX 11 ed 10 pes.

Indicator = “0”

10pcs. x 10 pkg

< Logistics (carton) unit >

< Sales package unit >
{02)2 4887XXX 33333 o/d (37 )10 C/D

(0131 4987XXX 33333 c/d

Create GTIN from current EAN- I fr Ii -13(49 87,

13(49 87, i and ki in

keep using 9
2006 GS1

ORIGINAL : The Ministry of Health and Welfare, The Medical safely division,
me'n ) mmmR MW st e 1 e

Powder Medicine (granule-powder)
Powder pack 100 packs sales uni

it
s 7 & O
ig

100 packs X 100pkg
< Sales package unit >
{01)1 4287XXX 98765 o/d

< Logistics {carton) unit >

< Unitdose (1 pack each)> faate 7"' I . - (02)2 498TXXX 98765 c/d (37 }100

(01)0 45XXKXXXX ;23:/« %&&i&ﬁ%&mm o TIN from current EAN-1
w EAN:1 1 keap yzing (49B7XXX 98765 c/d )

45 XODO0XK 123 c/d o and keep using

Indicator = “1”
600 packs sales unit

’
o0 e e I =

' 3 < Sales package unit >
(B1)1 4987XXX 12121 o/d
reate GTIN from current EAN-

48 BTXXX 12345 cid N
Indicat g Indicator = “2"
ndicator =

Pawger pack Poadar pack  Powder pack

| Product | Product | Product |

600 packs % 50 pkg

< Logistics (carton) unit >

Source-marking 1pec. each (02)2 488TXXX 12121 ¢/d (37 )50

314 07017121 sl . Groia GTI o e EARLAS
keep using {4987XXX 12121.¢/d ), and kesp
5ing 11

©2008 GS1

ORIGINAL : The Ministry of Hezith and Welfare, The Medical safety division,
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Powder Medicine (granule -powder)
1g Powder pack 2g Powder pack

product product
B B8

1g 2g

< Unitdose (1 pack each)>

{0130 45XXXXXXX 123 o/ {01)0 45XXXXXXX 456 c/d

Selnaw EAN-13 & GTIN Setnew EAN.13 & GTIN

45 XXX 123 efd or 45 XXXXXXX 456 c/d of
49 87XXX 45678 c/d

48 87XXX 12345 c/d

Unit dose indicator =

ORIGINAL : The Ministry of Health and Welfare, The Medical safety division,
Wmu M mmB Y S mmER owmEY T

@

Product Name: AA Tablets 200mg
Expiration Date: 2005.8.22
Lot/ Batch No.: 123456

<Sales / Logistics unit >

GTIN : 1488711111111
EAN-13 : 4987111111114 <

(R

(0421499741111
{17)050322{10y123456

gy

< Unitdose (1 pack each)>

500g powder botile

< Unitdose {1 bottle each)>

{010 45XXXXXXX 789 o/d
new EAN-1 TIN

45 XXXXXXX 789 c/d of
48 BTXXX 78901 cid

“0”
10
2006 GS1

Unit dose> <Unit dose>

<Unit dose>
GTIN  : 04511111110008
(17)050822(10) 123456
RS54 stack Composhe symbology N
RS5 limiled Composite symbolegy i 1
(01)04511111110008 Sample : RSS-14 stack Composite symbology
ORIGINAL : The Ministry of Health and Welfare, The Medicat safety division, 12
: LR e A S ©2008 GS1
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$ymbology sample is not actual size.

Unit dose

Sales unit

Logistics unit

Standardized
Marking
{addition)

The time fimit of

RSS-14 stack Composie symbology
oR

RSS timited Composits symbology

RSS14 stack Composite symbology

RSS Himited Composite symbology

@1)04957111111114
(17)050822(10) 123456

GTIN:04987111111114

I £
1

1K U]
(01)14387111141114
{17)050822(10) 123456
GTIN: 14887111111911
New source-marking

BN Gy

(02)24887117111111
{$7)050822(37125020(10)123453

Al 2 (02) & (37)
GTIN: 24987111111118
New source-marking

zm‘"ce marking is xiz i New data format New data format
years.
Parallel
i B Harkin - "
Unit dose Sales unit K 9 | Logistics unit
5 years

Current
Marking

Marking none

EAN-13 |
TR

4 987111 113454

-13:
4887111111114

14987111123459

GTIN:
14987111123459

Parallel
Marking

5years

ORIGINAL : The Ministry of Health and Wellare, The Medical safety division,
mEE s mmm Rt mEe

1 e e ) =

©2006 GS1
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Label samples

RSS
stacked
Composite
symbology

OR

RSS limited
Composite
symbology

Drug treatment label

@in ﬁnsh!téi issue) ;

st

Ampoule label
< *

¥ .
- Inner pac
AN

&

R R R L L ERECL L R

Ampoule label

15
©2006 GS1
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Appendix

Label samples,

Laser direct marking,

Scanners,

Verification system,

e BRI EREA D

o z

{ Aluminium coting films)

IMEEE AR TR D

= tm

14
©2005 GS1

16
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ki

ImMLX 10772 o0 Inner Package

Laser direct ?SS stacked

markmg : symbology oy
=
(E |
Ink jet
direct N 4 ) Inner Package -
marking oo e T 17

02008 GS1
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19
©2006 GS1
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Yasuo Krosawa, Yamato Miyahara
GS1 JAPAN
D. +8135414 8570
F. +8135414 8529
E. kurosawa@ausljp.org / _miyahara@gs1ip.or
W. www.gsijp.org

The Laser direct marking equipment (abstiess marking)

— 104 —
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CO2Gas Laser beam

The In-line (aut

RS8S marked
Tablets sheet

P LdTornETE,

omatic) RSS Verification system
ENARAN

Laser scanner
head



Co-Chairs

Me

N

Mark Walchak- Pfizer

Mark Hoyle- Tyco Healthcare

mbers

David Buckley - GS1 Jill Buss - 3M

Leen Danhieux - GS1 Colieen Dooley- Sobey
Ulrike Kreysa - GS1 Pat Morrison - Lawions

Sue Schmid - GS1 Peter Tomicki- Baxter

Tom Werthwine — J&J Jim Wilmott ~ Smiths Medical

Heribert Wirges - Phoenix Nigel Wood - GS1
Volker Zeinar — Braun

CERRECTTE RS TN ) ]

. Scope and Background
Introduction to Global Trade Item Number in Healthcare
2.1. Definition of a GTIN
2.2. Healthcare ltems (definitions)
Allocating the Numbers
Regulators
. GTIN Allocation Scenarios

5.1. Over the Counter (OTC)

5.2. Prescription (Rx)

5.3. Medical Devices
. Glossary

EAmE I MIERE N L EESG A P EEIRG ) W

2005 651
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Summary Today’s of Presentation:

1.

Introduction to HUG GTIN Allocation Work Team

Demonstration of GTIN Allocation Rules Website

(www.gs1.ora/gtinrules)

GTIN Allocation Rules — Basic Top Level Principles for
Healthcare

Complex issues — open questions

Next Steps - your input

CUERE--UERE-T-LERE-T_1 L NE-1

- Simple and easy to use worldwide standard for
GTIN Allocation in Healthcare

> Developed using published GS1 GTIN Allocation Booklet

» Easy naviagation based upon

.

* General Rules and Over-the-Counter (OTC)
* Specific rules Prescription (Rx)
= Specific rules Medical Devices

Schedule

¢ Today (Minneapolis) finalise concept and table of content
¢ September 2006 — Provide HUG with final draft

S VSNSRI DGR I EEAS0 152

Main Statements:

s .

.

.

voluntary guideline

developed by the Healthcare User Group www.gs1.org/hug
aiming at consistent world-wide use of GTIN

provides details on GTIN Allocation within Healthcare

2005 651

CEERNE--LERE- T ERE_ -1 B

2005 G51



Main Statements:

Overview of GTIN
While all GS1 standards are voluntary, the rules are intended
to drive consistent implementation in the Global Healthcare
Community.

NOTE: National, federal or local regulations may apply and
take precedence. For example, some healthcare regulators
may dictate a new GTIN for a given change

Definitions of:

¢ QOver The Counter (OTC)

= Prescription (Rx)

* Medical devices

MER IMEED DN Y P SEEn 3

Main Statements:

When in doubt, obey the law

For a summary information, by country regulator, see:

http:/iwww.gs1.org/hug/work_teams/standards_implementation/

(HUG Page of Standards Implementation / Regulatory Affairs)

LTI RE T TRRE-T T ERE- TR

GLOSSARY Open question:

11

Reference the ‘existing’ GS1 Glossary?

Reference a wider 'HUG' Glossary (which would have fo be
developed)?

Include here a short summary of the key terms used in this
document?

10

Main Topics Covered:

General rule
Responsibility
Guidelines for Allocating Global Trade Item Numbers

» Best Practice in Healthcare is not to reallocate any GTIN that has
previously be used on a product which has become obsolete.

Packaging Levels

Data Requirements in Healthcare
= GTIN and Batch and Expiry Date
e GTIN and Serial Number

Acquisitions and Mergers

Data alignment

CEERE-T- PERE-TCT DT L

5.1 Over the Counter Rules:

New Language - New language on a package sold in one
Market/Country- NEW GTIN

Plus many more (see draft document)

CER IRBEN ISERA DA e =

23 February 2006 Kick-Off Telecom

10 March 2006 — Telecom

27 March 2006 - ROME HUG meeting (formal review)
19 May 2006 — Telecom

tbd June 2006 — Next Telecom

http://www.gsi.org/hug/work teams/gtin allocation

Version Date Responsible Changes

Version 0.2 14 March 2006 David Buckiey Summary of work
team resuits

Version 8.3 15 March 2006 Ulrike Kreysa Comments of Leen
Danhieux

Version 0.4 10 May 2006 David Buckley Comments  foliowing
Rome HUG Meeting

Version 1.0 10 June 2006 David Buckiey DRAFT For
Minneapolis HUG
meeting {(update from
39 May 2006 tearn
call and image

OmE | WmMEE [ZGAE 0 1 mESE a1 updates)




Packaging Levels
Each packaging level needs a different GTIN

Example Syringe: Different GTIN for single, pack of three, pack
of five

13 ©2005 651
EEY | TR R | SRR s 1

« Modern technology (database)
« Simplified/quicker maintenance
* Simplified translation
« Detailed hit reports:
¢ At scenario level
»  Ability to link to Associated Rules
* discussion?
+ Search Feature
+ Integrated into GS1 Website look and feel

Have a look new:
GTIN Site

15 2005 GS1
WMBE IFEKAL IR I IEad 1=

+  GTIN Allocation Rules — Basic Top Level Principles
e.g. Package Level Indicators
Internal or External Affect

» GTIN Allocation Rules — Basic to Complex Devices / Kits
- Application
- When is a Package not a Package?

«  GTIN Aliocation Rule Concepts
What Signifies a Change?
- Commercial Variance, Price of Trade ltem?
and/or
- Regulation alignment.....
- Form, Fit or Function, Configuration Management Principles?

WE2 I MDEE 1 ARAs SERD 1 107 —_

16

18

DIFFERENT QUANITITIES / Perforated Bliatex/GTEN on Each Blister Cclt

Type of Change to Trade frem
Grouging of the same item containing difforont quantitics

Esawple: A single itz Joess syringe, a muld-pack of 3 blister syringes, and ako 3 §
iister eyringes

Tk .,.xc o
=

| Bk

J—
S

T
VA g
RBax Coeg .
on Eodh el ™ .
GTIN for Standard Trede [tem Grouping ~ Tk Ul

{Picturc of case with Now GTIN bug)

Rattonate
{5TIN for a singfe ualt should be 1be same if 1t is for a single pack or3 mult pack.

Comequenrce if Ruste Nut Applicd
Tise GTIN identifics alt aspects of the standard frade Jtem grouping tor ardering, stocting
orilling systsms. Tho GTIN fora single unit should no!

©2005 GS1

Country Specific?
* Make reference to Standards Implementation and Regularly
Affairs Group
* Countries not using Systems coding not compatible with GTIN
Multiple bar codes on the package
*> one GTIN and another country required {(example Germany, Austria, Italy)
Assigning GTINs to lowest level
* Unit of use
* Muttiple bar codes on the same package (UPC and Data Matrix)
The Bar Coding of Expiry Dates which are not day related

* (e.g., Expiration in March 2008 (which is not 1 March 2009 nor 15 March
2009 nor 31 March 2008)).

©2005 GS1
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The GTIN, GS1-128

I
12345123450

0 -|Primary /sstes unit E i
or 01

0 -|Primar
y Check Digit
Unique Identifier
Manufacturer ID
Separator Digit es1-usa)
Packaging Level Indicator

- Secaljary
ﬂ dary
Application Identifier Al{01)

Xéﬁﬁﬁ%a Element Corre on
Ferg&aerx_evel 01 OOxxxx 555 z xxxx55555z

XBZXXBB6662
40 X 1 V20:Xxxxxx77777z

CUERE-TLERE-T-EERE-T LY e




Three Component Parts

Ventilator 1. GU Indeoendent Master Serial
2. Primary Unit ) P } Number
3. Battery Serial Numbers Al21)
New GTIN ?

Coniiguration Commercial Form, Fit or Function

1. Language Ng Ng

2. Country of Use v v

3. Firmware Revision X v

4. Software Options v v/ s opsncres

5. Hardware Revision X v

What are the Boundaries and Degree of Change before GTIN
19 20 Modification is Necessary? Define!
SRS IR I MMMA T I MESE 1 mOE I N I EIESE N ) PNERI R t oy

Combinations of Independent Trade ltems Each Having a Separate GTIN

Configuration

Suction Catheter / Sterile Saline & Exam Gloves
- Software Options

1. Installable Options {CD Rom /
Modem / Internet Download)

2. Activated Options (Authorisation
Code)

If an Option is Purchased or Transacted FOC the Option Must Have
a GTIN Assignment, Manufacturers Configuration Management
Databases Will Track the Build State Over the Lifetime of the Device
by Association to it's Serial Number.

21

CEERETLERE-LLESET TN ] EEERE-T EERT TR T e

When Two Levels are Used to Form the Sterile Barrier items Transacted Inside the Healthcare Portfolio but not individually
Sealing Inner Through Outer (SITO) Regarded as OTC, Rx or MD.
Absorbable Suture . Outer Gas Finished Sterile ' i -
7 Inner Foil (/% Permeable Pouch __ gingle Unit of Use ° Medical Device Service Kit

Pack > Spare Parls
BRE > Manuals
> {FU’s (paper)
° {FUson CD
> etc.

Define Our Rules!
Mulipieo of 36 Workshop Tomorrow, Clear
* Objectives: Open Participation
Encouraged - Thank You

Does both Inner & Outer require a GTIN with different Packaging Level assigned?

23 02005 GS1 24 €2005 GST
BNz mEe DAY EEEE 1o mEz I mmEL I MEAE I mERE 1®
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13 June 2006

;00 - 9:30 Registration
9:30 Opening end tntroduction

Welcome — G51 Global Office -~ Miche! van der Hejjden, CFO

hictict van de Hedgen is CFO for GS1

Consumer Goods and Medical Dovice i
(Pr.an—a) in Switzedand as the gsobs Fo fo Prmary Care and has kved and wotk
6 countries, namety Beigum, the Nethenands, Mexizo, U5, Gresce and Swizedand

Greoting — Dr. Susan Alper!, Med:fonfc Inc

Susan Aiped, PhD,, M.D, was narmed Seros Vice President - Chiel Quolty and Regulstory Officer in 2005

She s responibie for 87 Modtronis Guaily, remuiatony end Cinical complisnce efforts inciudng aversesing

heath poiicy end payment
mwmmmm,zmauvamwmeg.&ammmm

Compiance rom C.R Bard, Ins., where she was Vice President of R Sciences,

. Alpar 15 o0 fhe board of the Food Drug Law Snatte (FOUI), 8 forum for the FOA and

the fegal, busincss, seademic and CONTUMEr CHTMUNEES 10 exchange s on

perspective:
Puic potcy, mwmmmwmmmfmmmm Dr
Alpest 350 serves on the board of the Medical Te eadacehip Forum .
educational organization headquartored in Washington, DC.. fcmmmpmqm»m
. a0d the scal issues aiecting the deveiopment and
aoption of advenced medical technaiogy. In additon, Dr. Alpert sarves on tie board of
the Women Busiess Leaders (WBL), an organization of women in the hesth
care sectar, smbmmwmclmeﬂwummmmw

Bmeb«mgBa'ﬂ Ds. m«mmmmeuwmﬁamawwmﬁmmcmm

with grugs. devices pnd radilogical heatth, and mmnmawmdmmd
mem S’n!s-nwvmwm&nwﬁn 3 tpecisly in infectous Gisesses and has
o experienre in kbocatory

Or Rpert compised et underracusts cagres ot Camard Colsge, Colambi Unversty n New York Gy
wmmmus 20 PH D, Seisnces o Now Yok Unkversty. Shetecered hes 1D, rom

Wam(rm)mmnm sning ot Moricfore Madcal Center i tho
Bronx, New York and at Ghisdres National Medical Genter in Washénglon, D.

1

HUG

qulatory Affalrs - Tom
Johnson & Johnson MD & Jackia Elkin, Medironic

Tam Werthwine has over 25 yoars experience in the medical dovica industy, Hiz
includes affairs, resoarch & deveiopment, 2nd marks
Jobnon

Buzines:
o botés 3B A o P St Urivecoty,

mesynmxmmnmmwmmmmmmyem
Cusrently, Jackle hoids the posion of Re!gu!zwty Cempiiance

Medironie, Inc Co«pome Reguiatory Compfiance. Her responshities inciude the
dovelopment and implementation of giobat porcy and standards around Siandard
mev«mmmwmx 1n this role, she is siso
(orponsitie for menaging product identfication eppicaions ond associated
wmuammmmmmwmmnmmm

Standards Dovelopment — Peter Tomicki, Baxtor

Pelor Tornicki has been & giadal project manager in Baxter Haalihoare's Coporate
Rsommmmwmmmwsy-nmm

s responsiie for global projects from steategy 1o ouoch,
mmmwmmmmvm Bater sndict the
heatheare industry in incustry associtions, feguisiory agencies, cinical groups,
ss|spcgwssnxs«xomn

Business Case — £d Dzwif, Johnson & Johnson Pharma

1

UG

4:00 ~ 4:30 Scientific institute Hospital San Raffaele, italy — Dr. Aiberto Sanna

Alberto Sanna graduated at Poitecnico & Mizna. Ha is Invoived in
anmcm pmgm in FCSR sinca 1583,
Flern!WZlo!MMwummed ths Information T
robotics

echnciogy
morged wth process
snaiysis, Sy:kxnlrww Gesign and impiementation,
Since 1996 he is member uropean Standard Body CEN TC
25|mm‘mmmsmm Quaity, as wed a3
of the 150 TG 215 Heath Informatics Commi

He was ‘Cooveinator of DANE (DR I Virtal Enterprise)
Projoct (Sth EC Framewrk Programme), IST-12040. Since 2002 he

retease services and Infarmation to the Ciizen

updaiod
Since 2004 ha fs 2iz0 member of o the Project Mensgement FOSR texn of Prsject PRIME (Prvacy and
mmummmEm)‘mmmmxmmmadmmm.m

y and Kienkty

4:30- 5:00 GDSH - Globai Data Synchronization - Pote Alvarez

Pmmuusmmudssi GOSN, e, morgamm«hmqm
Gisbal Network i

b He s
responsitie o e of the GOSH, ndudm

exponsion siralegics. Ha joined the GS1 crganisation in May 1639 and has
beid n s

Ht£25yww=erndmno rionce b bor coding, prining, adhestve §
coating technologies, RFID and data pynchronisation in many itemational

5:00 - Summary of the day, preparation for the work toams

6:30 Cocktalis & Networking Dinner - The Depot

10:25 The HUG ~ Rizsion and ‘}l:lon ~ R. Hollender, Plizer, HUG Co-Cheir

Rich Hettander is Serice Ditaclor of Packaging Sanvices for Phzers
Global Manutactuing group. His responaibifies incuda packase
and devespment actitss supporting the Animal Hezth.

and
Rc.wm u-.mmu Cortomer Closure Vioeh Group. Rich contines to
these groups.

10:15~ 10:45 GS1 BarCodes, Scott Gray: A Besp Can Save Lives

Scoft Gray has werked for G54 for fon years and serves 23 the
BaCodes Business Managor for GSY Gigbal Office. In this role,

product management of G51 BaiCoden a3 wed a5 te GB1
idenstication System
Pricr to ks cuent roje, b4, Gray held @ number of posiions Inside
Gs1wa«4mzwmmm managemesnt end product - -
dowigment. Most recenty, bz wo s responbia for commuty
witin GSY's standards sroa as GSMP Business Process Team Leader. Priof 1o it bo was
atandards 2t a giobal levet, aithores (SO slancards on

He i an

s packaging induziry, He hold various producton, eaies, and markeing
mmmgmmmw Fnes associated wih GS1 Standards.

10:45 ~ 11:00 Coffee broak

11:00— 1:00 The HUG Work Teams - Update

Communication & Coerdination ~ Jim Wimolt, Smiths Medical

mewmmmuwwwmmsmmmms a pact of Smiths
Group Fic. Mis respon: incuda the development of, and ensuing
mme\a,mmidm gudeioes for packaging labeting and
iestrutions fo use, used by ihe marufacturiog stes wordwide This encompasses
reguisiory, feg: Iuwmmmufmumumm»u
markels, In addtn, den is o responsiti for e sbeling atwcrk creatn. for

e procucts Enss ot In Japan, wsing primarty MAG computers and appbeations.

Jim jeined Smiths Medical in Jume 2002, having previously worked for omer |f. B 12t
Teading medical davice manufacturers, in both Regutatory Afiis ard Morkating P |

and
trage associstons end standards authorities {e.g. ABHL, Evcomed, BSt & CEN),

.2-

1

UG

Vaccines & Biclogicals - Stephen Hess, Merck and Bruce Cohen,
GSK

sxemnnossmammwusmmmmmmmm

business.

reiated pos o etocnsiona ang iiies. He is cuvently
m&mmdom\mmmmm o

Price o joining Merck, Stazhion worked 8t Purduo Pharma and Olin Chemical in
packaging related functions. He gracusted from Michigan State Uriversy with a BS
in Packaging in 1980,

Bruse Cohen has beon lovaived in pharmaceutical packaging for over 30 years. He
hias heid positions at Alcon Laboriories, BAL, Manntein

manfs ;ashxo&nmneﬁxpvmxsoﬂ
He is also the US Pharma Business representative

Team.
Ha has a degree in Package Enginecring from Michigen State
Tazk Force a5 wel 83 being & member of the Packoging Yok

1:00 = 2:00 Lunch
2:00 ~ 3:00 Tokyo Medical University - Prof. Masanor Akiyama

Prol Mszanc Avams. i3 wiaitng professor of the Mastactusote Insticte of
Management and the

wrology and pathalogy before
the field of Medica Informatics. F!m1999|02002mwdaposﬁ>onm|mww
of Heath and Wellare in the Department of Mational

beatment section. MW&MWWWMW!G’WM“

associaied professor. &
Prol Mazanci Akiyama is tho diector of the Japen associstion for mecical
informatics.

3:00— 3:30 FDA - Dr. lliza Bemsteln

3:30 ~ 4:00 Coffee break

1

Pl

14 June 2006
ROTE - Ratner than parking at AWest fot, for this day only - pleasa park in the Cf
ot (which I 52 Iot you drive through to got to the Wast for Tuesday and Thursday). After parking in the

CRES-Central iot please cross the eireet and enter the vizdors entrance of CRAM East where the breskeut
sessions wii ba hetd.

Moving shead in the Wark Teams

The broakout sessfons will be lead by the Work Team loaders and enable further
progress in the work of the teams.

Morming session 9:00 - 12:30:
Vaccines & Biologies (Skyway A)
Instruments & Implants (Skyway B}
GTIN-Alfocation Rules {Skyway C)
12:30 - 2:00 - Lunch

Afternoon session 2:00 - 5

Standard-implementation/Regulatory Affalrs (Skyway A)
Standard-Development (Skyway 8)
Business Caso (Skyway C}

Coffee breaks determined by work team leaders



15 June 2006

9:00 Report back to plenary from Work Teams
10:00 - 10:45 Premise, Joo Ploasant

ch;n . (..4) Plaasant is CIO end Seniar Vice President of Promier, Inc., e fargest

i the United States, with 2n estimated znnust purchasing vehume
mgx.suufﬂsh’&mwmmzmmm&sysmsmmmm@a
2oma 850 Instarions. Premiet aiso b33 aiations with anciher 500 haspitals.

Pro to beng spported 1o s cument posiicn a5 CIO and Senior Vice President in
charge of s tnformation Systorms, b, Pieasand sorved 23 Chial Admintiirative
Offcer of o\rmm Inc., cne of Pras essor orgaizctons. Durng 1 25
years wih SunHeaith, Me Pleasant held sumercus postions that incuded senior
management congutant,restonship managee for owners in Vegeia iest Viginia and
Haryland, eenict Human Resources execiive and C

In N cuent posiion 85 CIO, Mr. Pleasart oversees Prermiers mlormation systems infrastructure that
includes legacy, enterprise, and web enabied cfierings.

Hr. Pieazantis £33t Chaitman and a founding member of the Cesiton for Hesthcere eStandards (CH2S), &
teow mamber of HIMSS, 2nd a founding member of CHIME. Mr. Plessant i3 invotved in national efforts 1o
inprove the Hes'thesre 2upply chain end serves on Board of Direciars of both the Natonal Afiaccs for
Hegtheare k\‘umehon Technology (Nmmmes‘ and t= a mamber of the Hoath Indestry Distrovtors
Associatan's Supply O 5 Pioasant is past Prezident of the North Cazclina Chapler
omsu&wmmwussnommwmnmewmc emavtice, A cum lude graduste of
Nc State Uréversity in Enginesring, M. Pleagant haids 3 Masiters of Business Administration degees from
of Horth Catcina

10:45~ 11:15 Coffee broak

11:15 - 11:45 EPCglobal - the Healthcare and Life Sciences Business Action Group
(HLS BAG) - Mike Rose, Johnson & Johnson, RFIDIEPCglobal Value Chain & Ron Bone,
McKasson

Mike Raze has worked for Johnson & Johngon for over 30 years.

ke wos sppoited Vise President RFID/EPC Gisdsi Vatue Chain with
mspomwmxm& Johoson's  RFIDEFC stategy.  Mae's key
incide

responaibiities

> vmmmmsmmsmmmmwmmmnuu
the impact technalogy,

> Ovetseeing J&Js SHD, e Fond 1a shamote inmovatien 1o RED,

» Cotaborating wih industy essocialions, requiatary sgencics

'RFID‘EPC
tike is a member of EPCgibars Board of Govemors  Mike Is a tichar of

mmmsmmssmm@wp and is rmember of
EPCqiotal’s Busness Stoeing Commites.

2:00 - 2:15 GS1 Japan, Yasuo Kurosawa:
The Status of Medical Standardizing in Jopan

2:15 - 2:45 Advanced Medical
Associato Vice President Tochnology & Regulatory Affairs

feftey Secunca

~ Advaled, Joff Secunda,

ks Assaciste Vice President of Technclogy & Regulatory Afflairs for the Advanced Medcal

(Advabled). Among his primary responstisties . Secunda
mlommwuwmmcmp mmmw , Secunda worked = e staft

wih the FDA legda:uy sfigirs consubing fam Shotwed & Corr. He was Vice
President of RBD for 2 medicad sensor F:m n Texas from 1936 1o 2003, In
Secenda ol biomedical

Bom in Boson, Magsachusetts, he camed an 1.5, in Biomedical Engineoring
from Baston MWMMBARWNMWMMJW

2:45 HUG Standard Dovelopment, Pefer Tomicki; Proposed HUG Recom
US FDA Review of 21 CFR Parts 201, 606, 610 s mendations for

3:00 Discussion — Summary — Next steps - Date of Next Conference
3:15 Closure of mesting

fita

14 June 2006

#oving ahead in the Work Teams

The breskout sessions wili be lead by the Work Team leaders and enable further
progress in the work of the teams.

Horning:
Vaccines & Biologies / instruments 8 implants | GTiN-Allocation Rules

Afternoon:

Standard. y Affairs / Standard-D: / Business
Case

15 June 2006

Report back to planary from Work Teams
Premier, Joo Pleasant

EPCgicbal ~ the Healthcare and Life Sciences Business Action Group (HLS BAG)

Medical ? Advabed, Jeff Secunda, Assoclate
Vice Prosident Technology & Reguiatory Affalrs®
LifeScionce Alley*
D -HOMA®

Discussion — Summary ~ Next steps - Date of Next Conference

— 111 —

Prio o i current azsignmant, Mike was most recenty tha Chiaf inormabon Offcer for Ortho Biotsch in
s carcer, Mg has haid f Infomat Kt vy
Ressacch

Mike graduated fiom La Satie Universily with 3 BA in Biology. and feceived an MSE in Computer Scionce
from the University of Pennsytvtéa.

Ron Bone 3 Sonizt Vica-Prazident of Distrbution Support sl McKesson

Fharmacautical, San Francieco. in his role he is responsivle for RFID & CSOS, me

SAP Buy Sids Busingss Ownat and Fied Distribution Network Standardization.

works tnce 33 years wiih Hckeszon Gor fn Sreas of Greratens, taea and

financial m

Ren iz member of the EPCgiobal - Business S.ecn-'a Committes and Tri-Chair of
awdufas«x—mssumss etion Group 25 wel 23 Mamber of

Industry Refatons Coms of the Healifcars Distibuton Managament

Aszociation (HOMA).

11:45 - 12:15 Brigham and Women’s Hospital, Tom Cocley

Tom Gaatzy, RPh, MBA, is Assistant Ovector, Depanment of Phamacy
Servizes. Drigham and Women's Hozpial, Bosion, MA. He is responsibie
for the depantment’s information technelogy dw:écvnem and services,
ivezigaonsl Orug Servics, DR, Pharmosy Senioe and Mediaton
atsty
Tom has contiibutad to the development and krp(emalm\ of saveral
information systems 3t BWH, introducing POE, and neonstal
intensive care Phemacy systems, the recant WAR msme sed the
mc:ﬁpovawn of bar coge technoiegy i the medication use process at

12:15 - 12:45 GS1 Chile, Eduardo Rodriguez

E:mm Rociguez is the New Market Development Mandger at GS1 Chike
and rosponsibic for the dovelopment of new GS1 Stendards Apstications,
REIDEPG projocts, s¥iances wih key technology partners and HUG supeort
devciopment
2 projeet and cperalon manager he slo leads the data syrchronisaton
sesvice, training, Dsveiopment Bank projocts and the £t piot projects for
u § hospilats

Eduardo worked & bck::e in e mmm B seei. toecommurication.
150 consuiting expet
friciatige mmmy oegm o sl e end compute seience.

12:45 - 2:00 Lunch

Proliminary Agenda for the 4% HUG Conference

13 June 2006

9:30 Opening and Introduction

Welcome - G571 HUG™

Greeting — Medironic, Inc.

The HUG - Misslon and Vislon — Rich Hollander, HUG Co-Chair, Pizer
The future governance madei of the HUG

The HUG Work Teams — Update

< &C {

Jim Vﬁllmolf Smiths Medical
Affalrs - Tom » Johnson & Johnson

MD & Jackie R. Eikin, Medironic

Standards Development — Peter Tomicki, Baxter

Business Case — Ed Dzwill, Johnson & Jobnson Pharma

Vacclnes & Blologicals — Stephen Hess, Merck and Bruce Cohen, GSK

GTiN Allocation Rules — Mark Walchak, Plizer and Mark Hayle, Tyco
Instruments & implants — Volker Zeinar, 8.8raun

Patient Safety and Automatic identification

GS1 BarCodes, Scott Gray: A Beep Can Save Lives

Prof. Masanor Akiyama, Tokyo Medical University, Dept of Medical Informatics,
MD,PED@MIT Sioan, Visiting Professor Massachusolts Institute of Technology Sloan
School of Mansgement Cenler for eBusiness

Brigham and Women's*

Veterans Affairs Medical Centerss

Rush -Presbytarian Hospital*

Johns Hopkins®

Networking Dinner

*be



20 September 2006

From 8:30 onwards: Registration

Introduction

9:00 ~ 10:20 Training on G$1 Standards — BarCodes, eCom, GDSN and EPCglobal,
681 HUG™ Baslcs

ommseymmyea:mnuxcm In t:at tma he has occusied various
ol in the daveiopment and implementation uppmoqasxsmcm Inhis
cumrent rota, Mr Buckiey's main rezponsibitias are focuzed on assizing GS1
Hombes toots i &
stendards is on the GTIN Atecation Ry

ystoms. N Buckiey 15¢ r
e area of Bar Code dala content.

Upon completion of his Gagren in Econamics, rom the Universty of Loughborough,
wwkywmmmmgnmdmm x Corporaten in bis natve

England. D on quaity
memswgdmhk&ﬂmswhmmwmm 1934,

Vithin the HUG work programme, &sddeymxmmems;ﬁmmhmmnnm GTN
Atocation Ruies’ for Meaithasre, Jed by Mark
Bas Code Implementston n Heatthcare Baseline survey.

For Sally Herbert, please sce GDSN and Classification

Erik Sundermann is cumantly the EPC mplementation Suppert Manager for GS1. A3

suth, he suzperts the G51 Mm&;: nizations n their stforts to imploment

promele EPC in their focal marke!

Before joming GS1, he worked for mace Bhan & years a3 a senio supply chain
contutant with and IBM, whers he was

Frwvoieesd in ) 33pects of RFIDIEPC projects.

Erik holds a PhD, mwmmmmwmumamwa
Masier in Supply Chain

10:30 ~ 11:00 Coffee bresk

For Peter Tomickl, pleaso sco GSMP for Healthcaro
The HUG Govermance — GS1 Global Office — Michel van der Hejden

Michel von der Heyden is CFO for GSY. Hia responsitifies inchida Financs znd
i ic A and otors.

Hichel brings wih N 2 weath of extanswe gichal management expesencs i
Intomatonal business activies, partcuar in the Heatheare industy. His
professionat career spans work and knewledge in intemational fnance, inormaton
Systoms, human rescurces and tum-around management. bichel tpent 20 years
Sohnson & Johson, TuncEona in the companies
Phamaceutical, Consumer Gooda and Madial Devics units. He also spent 3 years
wih Rovars (Phaims) i Sudteriand 23 the glatal CFO for Primary Cm and bas
bved and worked in & countics, hamely Beigium, tha Netheriands, . US,
Gresee and Switzeriand.

Communication & Coordination - Jim Witmolt, Smiths Medical

i Wtimeit is the Group Leboting Manager for Smiths Medical, 2 part of G

Group plc. His responsibikties inciude the development of, and en:

1o, corporate dentty guideEnes ot packaging. abatiog and insbuctions or wse, ued

by the manufaciuring sies woridwide. This encompazses regulstory, Egal and

hng»;e requiraments for a4 medical desices 50k in a¥ markets. In additan, Jim in
the fabeting artwork mum'orkcyprwxumssc—dh

J:pan. using primariyy MAC Computers and appication

i joined Smitha Medical in June 2002, having previously worked for ather leaing
megcal device menufachurers, in both Regulatory ANars and Markefiog positions.
f to the

commitie:
asociations and siandards authories {e.9. ABHY, Eucanad, BSI & CEN).
Business Case ~ £d Dzwil, Johnson & Johnson Pharma

Ed Ozt is Mansger Package Technalogy for the Giohel Pharmaceuticst Supsly
Since Mateh 2000, GPSG promdes 2upsly chain management to Johazon &
Johnzon's Pharmacevicsl sales and marketng companics, Ortho-MeNed
Fharmacsaials loe, PrCara, Ortha Women's Heath and Urclogy, Janssen Oriho-
Hlied Primary Gare, OrthoMcHel Heurhogia, Alza. Thotes, Ortho Neurogena,
Vistskon and Ortho Bictogics. y
and evahiaton of new package desig 'nmmmxm«nmu
invotvement In global packaging infistves in Mass Senafization, RFID,
AntCounterteiting, and Digie! Printing.

Inztruments & Implants — Volker Zeinas, B.8raun

Voiker Zeinar is responsibia fr the giobal coordnation of bar code 7 auto-d aftais in
e B.Braun Group, This Congerns compony intemal prcjects, Customer projects a3
wet 2z t2 to heathcare

Voiker has been invoived in the development and applicetion of GSY standards for
simest 20 years, not oy in hratthcare, but %50 In the consumar market 3nd the
enginesring industry. Amongst olhers he was responsitle for IT Frojects at the rade
group REWE in Calogne and 2t the stee! manutacturer Thyssen Industy.

Prior (a his engagerent as Feziancer for B Braun, sinca January 2003, Voier has
werked as Consuitant for the B Braun subsidiory Diomedas Health Care Consutants’
with foces on the eptimation of kgiztics processes in hospitals

His knowiedga in bg\sbcs informatics and heakthcare processes is an ideal prerequisite to work on globa!
sizndards regarding product Kentiieation and commurication for the hoaihoare kndusry. Vosker curtenty
co-chairs the GS1 Globat Hcimre User Group.

12:30 - 13:30 Lunch
Unique Davice Identification - Jay Crowloy, FDA

Jay Crowizy is Senior Advisor for Patient Safety in FOA's Center for Devices and
Rediotogical Heath. Jay is inlerested in developing new method and tachniques 1o
igendty. snaie, and ndsstand protiem ccsuning from megiat Gevcs uss it

re environment. He has been wotking ot FDA for readly 20 years e a
vnfc‘y ol pozitiona. Jay haids degrees in Risk Analysis 2nd Engineering.

CNDG (Confé nationale des di Pascal
Mariotti, University Hospital of Lyon |

Bem in 1685 Pascal has 3 Gipkoma of he Tinstiut Seudes poitiques &1 Grenchla,
fofiowed by the education to Hospital Director at the Yiakonsl Schootof Putic Heath
n Recnes. He is now te responsitie purchasing a rmanager for the
university hospitats of Hankes, Bordeax and mmw Additionsty he 2izo has
responsibities for the cid Hospital of Lyon and is Dégub général of the GCS
UNLHA (kppetation prosisoir). [0 tia context e sl coordinstes th Matonal
Gommizsion of Pucchasing and Logtatic Managers of the French Universiy

and

EFPIA of
Associations) - Graham S. Smith, Astra Zeneca

Graham i3 Project Direcior far AsraZeneca's Eutopesn Supply Chain Programene,
bssed in Brussels, Al these meztings he wii be representing European Feceration of
Pharmaceutcal indussies ond Associations (ERPIA), where e iz Chakman of both
the Distribution Ad Mac Group and Ceding Group.

Graham has extensive upmnc! of both the pharmaceutical and medical devices

indusirics and supply cheins, cutienty with over fve years experience &t

PatraZenecs and previously with ABGot Laboratores for over gt years. Prior to K

this Greham worke in consumst electronics and a vatisty of manutactuning comgsnies in te UK He has a
degren in Manuiachuring 2nd is @ member of the stiule of Opsrations Managars

5.

— 112 —

U

11:00 Opening and Introduction

Welcome ~ Piome George!, GST France

Aged £0, Pierre Georget has a grest Geal of experience n retad distRution, He

MMEANFM’.&MW 2303 350, where his responsiiies have continualy
the years

Auniversty graduste, m.semmauus,umsmmmwwn-
#pecizizing n Econotmolrcs — 83 we! a3 degrees i phicssphy and

MTmmmmtmwzmummmmw stzndards for
e«ecaum:exd\mges AIDC, bewuhdxugammnmsmvsmmm
Hetwork, Afegro.

He infated ths natons! neteork of eliectenic cataiogues,
GEFIR. He ‘nted CEC In 2004
Ha heid several responsiities within majer standard organisations both at natonal and intemational vl

At the Unded tatons, he was Chairman of the. Esﬁdmm&wpnmrcsrkc‘uewc) In Frarce he

was chaiman of the stendarcisation committee for EDI and XML (EDIFRANCE), and of

mmkxuoc(mmarm) mh-mmerc!mecasm: shatagic commitize '+ o formaton
atthe ~ AFHOR.

He i a member of e GS1 GOSH Board of Divector aad of the G54 Advizory Committes.
Greoting ~ Michael Linney, Tyco Healthcare
Tyco Haalthcare / Vica President Logivtics EMEA

& Spencer
1995 - 1588: mmmlmmwwmm 1CH Paints i UK,
France &

1523 - 1695 mr.m;mm/cmm Manager - Hatords
1928 - 1293 TDG Logistics / S5 Manager - Pedigree Pettoods.

The HUG - Mission and Vlslon The new Structure and Roadmp— Rich Holtandet,
Prizer and Peter Tomick, Baxt

Rich Holandes is Senicr Duestor of Packaging Services for Pfaer Inc's Gicbal
op. Hs inckids package dezign and
63 vupportng the Animal Heath, Consumer Healhcare and Human Healin
businesses o1 wed 23 the development and implementation
i ¥ in M

Comsistng o 1988 ur 1830 foeuing s anutacuriog o

Spavine. e jimd Pheer in 1950 43 on Ivekisl Engortes amt 1 1953 Lacome
Mansger of Package Enginzeding. Since then Rich's responsiites have grown 1o
rchsdn i arows of package disign and devecprentfx Plasr Gutide of Plasc 3
Rich has been an ackve jeader on vedous commzees, werk grovea and sk
groupt aimed 3t sdressing iesues witin pharmacewical packaging. Rich cumrenty co-chais the GS1
mmmnumcmpmummmumﬁmxmnnmhmwm
Werk Group, USP Project Team on Packaging, Storaga Ciairzuton, Instite of Packaging
Professional’s Drug and Phammazeutcal mcm”;mmnmspmmvmm He
contnues 1 be an actve member 00 3 of thess work groupa.

Vaccines & Biologicals ~ Stephen Hess, Merck

Hess Joined Meeck in 1987 supportng the mma&nmw

Tusiness. Sincs then he has worked in vasious Human heath and vacsing

relsted positons mmgmgm:mumomstc responses. H-ucmmw
gy for barck and Co., Inc.

ﬁmmem&ammwsxmmPWmdo Chemicsl in
packaging reiated functions. Me gradualed fom Michigan Siate Unvorsity with a 8§
n Packaging In 1980.

GTIN Allocation Rules - Mark Walchak, Plizor & Mark Hoyte, Tyco Healthicara

Wark Walthak is Senior Manager of Giobal Packaging Technoiogy ot Przer. His area
of resgonsitittes inchudes; consumer heath, human hieakth and animal haoth. Mark
3 active In the bes coding and anti-counterfeling sreas., Mark i3 is 2 member of tie
internationat Fedaration of Animal Heah's Global Tracesbisty Core Team

Mask joloed Phzec in 2004 afier having worked for 30 yeas in the
consumar goods area.

Mark Horle bas 2 road and va sress otk bl has
i for the last 12
yoars Ha i taday toousad wi Tyos HeaToare 4 e foadat b Euripasn Packagn)

mmmmmm“w‘cqusmwgymmmm
sradoct background in

auomaton and centrols.

Frior 1o joining Tyeo Heakthcare, at the begining of 2008, Mark has worked a3
Process Deveiopment Group Manager for Ogulos Schences inc. with Koy

fesponsiates for proguct launth of thek dally dissosabis contact fens sange, Prior
{0 his 2ix years with OS5I he has worked as 3 Systems Vaidation Engoeer o Glaro,
deveics

staying very iovoived with sing technoioges and their infoducion 1o the
nesihcace incuzly.

GSMP for Healthcare - Peler Tomicki, Baxler

Peter Tomicki hos baon 3 global project monager iy Baxter Heatheare's Corporate
RED group, osusing on supply chain and packaging technology, for 5 years. fn his
roie he s responsivie for impismentng global projects fom sutegy to feunch,

inctuding corporats and industry elandardization and representng Baxter andior the
hestheare induslyy in industy associatons, regulatory agencies. cinical groups.
GS1, EPCgiobal, GHX and others.

Eucomed (The Voice of the Medical Technology Industry in
Europo) - Mike Krouzer, Supply Chain and o-Business Task Force
(ETF)

Michas! Kreuzer is the Technical and Regulatery dracter of ! ABHI (Associatn of
Britsh Heatihoare Incusties). In adcition, he Is also the chaimen of the Eveomed &

natonal medical technclogy assodlations in Europe. The cument focus of the
Eucomed ETF group is bar coding and auto Klentificalion caplure technsiogies.

15:30 - 16:00 Coffes break
Wholeaaler experience In Franea - Jaan-Lus Maurat

Joan-Luc Maurat has over 25 years experiencs in purchasing and lagistcs in various
fiekts a3 motor. faod, human heatth, animal heakh industries and DIV diaributon, In
2001, he joined Asept InMad (subzicisry of ine Medl-Giobe group ~ and fkormery of
the Telefex group - manutaciurer 2nd dsbibutor of modical davices), as Supply
Chain Manager.

JearrlLug has kmplemeried @ WMS using GS1 standards 2nd cocperates with
sugptors, tansporers and cusiomers in GSI/EAN 120 intaducion. He works
addtionzlly s logistes consuant and teaches Warehousing Management ot
Toulouss Busincss School and Master. Je2n-Luc is alsa Presicant of the South Weat
Logistics Ciub (CLSQ) He gradualed from Towouze Business Scholl n 1030

CPA (Executive M8A) in 1953,

Blood derivate supply chain in ths hospital - how to maximise full
traceability - Bernard Divu, CHU Rouen

Bamard fs Chicf of the Pharmacy Department ot the University Hospitat Rousn. As a
Oottor 1 F'ham'-a'y he devaioped most of his camier at the University Hospiiol
t2 Hospiat in Nomandy with about 2,500 beds and 2 fmover of
€45 bithons for fs pharmacy. Bemand is very engaged in developing best practces in
the Hospitel Phanmacy.

iFAH (international Federation for Animal health} ~ Decislon for
Standards and Implementation — Jean Claude Mulier, Merial

Jean Claude Muer is Directox of Giobal Suppy Chain Support in Herial, Afier an
engineering caresr, b joined Merial 20 years 250 and fuifited severs! assignments
He 381ved as mnginoering projects leates in several countrios in tre word 1o set up
titogical producton feckies, then a5 plant Director where he accumulated deep
potkaging experierce, His cument assignment led him to organize, set up and
manage the werdwide supply chain infarmation system of Merial and suppon Medl

iy Chain 3 far 23 1S technoicgy s concemed He s also cumrenty Chairman of
the Traceabiity Team of the international Fedaration for Animal Health (IFAH).

17:00 Departure of bus to Louvre

18:00 Louvra visit: Guided tour “Step Inside the Da Vinci Coda”
20:00 lnformal Dinor in the ciy ceritrs of Party

Thisisa Ay ), to be poid ¢ the dsy.

6



21 September 2006
9:00 - 17:00 Moaving ahead in the Work Teams on the topics:

Morning: Business Case, followed by GTIN Allocation Rules - In parallel with
Instruments & Implants

12:30~ 14:00 - Lunch

Afternoon:

Introduction and Kick-off for new work teams — Auto ID Data and
Serialization

Coffee breaks determinad by Work Team leaders

Evening Networking Dinner Cruise on the Seine - sponsored by GS1 France

22 September 2006

9:00 EPCglobal — Health Life Science Business Action Group
(HLS BAG) ~ Chris Adcack, President EPCglobal

Chris Adcock is president of EPCglobal Inc“‘ the global organization leading the
drive to ize and the ic Product Code (EPC), As
president of EPCglobal, Mr. Adcock will lead the global, multi-industry adoption of
the EPCglobal Network™ and related EPC technology.
Mr. Adcock has a proven track record of ip within the fast:
Consumer Goods industry. He has held a series of senior management posmons
in Europe with The Gillette Company, a global market leader in several consumer
product categeries. His most recent position was General Manager of the Nordic
Region for the Gillette Company. A native of the United Kingdom, Mr. Adcock's career to date has been
focused on both ing and and has included extensive experience of
international markets, working in parts of Europe, the Middle East and East Africa. He has successfully
ped and | ies aimed at growing market share, reducing costs, and improving ways
to service multi-national Bet 2001 and 2004 he held the position of Chairman of the AlM
Trade and Industry Commcttee AlM is the global trade association, serving more than 800 members in 43
ing the growth and use of Automatic identification and Data Capture (ADIC)
technologies around the world. Mr. Adcock holds an MBA from Cranfield University in the UK.

10:00 RFID on Medical Devices — Janice Kite, Johnson & Johnson

Janice is eBusiness Manager for Johnson & Johnson's UK 18 Medical Device &
Diagnostics companies. Her career has mainly been spent in !he IT industry
spanning the areas of D Project Analysis,
Customer Service and Process i She moved into the
healthcare sector eleven years ago when she joined Johnson & Johnson as
Customer Service Manager.

Her current role serves both internal and external customers {UK healthcare
market). in the areas of eC and ping and i

ohcy. and as well as monitoring

trends and

Janice has recently completed an MBA with Henley Management College; her dissertation is the subject of
her presentation.
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10:30 — 11:00 Coffee break

41:00 The Spanish Healthcare Market — Carlos Torme, GS1 Spain
{Details available at the conference}

11:30 — 12:00 GDSN and classification — an overview — Sally
Herbert, President GST GOSN

Sally Herbert is President of GS1 GDSN, the organization driving the Glcbal Data
Synchronization Network and the Global Registry. She joined GS1 in March 2005,
with the commercial and operational charters for leading, and executing upon, the
defined direction of the GDSN Roadmap. Sally also has respensibility for the
Global Product Classification (GPC) process.

Sally has a demonstrated track record of
customer service and marketing within U.S. and international markets. She has

for i growth, cost reduction, and serving the needs of a global,
varied retail and manufacturing customer base. Before joining GS1, Sally held the post of Chief Operating
Officer for the World Wide Retail Exchange (WWRE). She joined the Exchange in November 2001, and had
global ibility for the i delivery of p and servxces tc the membefs of the Exchange. In
addition to the P of L from sales to
product implementation and ongoing support through the appl;cahon of value added services.  Sally also
held leadership positions with IBM, MC1 WorldCom and the U.S. Air Force Reserve.

Sally Herbert holds a BSBA in Marketing and an MBA in Information Systems.

12:00 — 12:30 Diversity of Classification systems — Maurice Ventura, Cladimed

Maurice Ventura is hospital pharmacist with a diploma of the I'nstitut d'Administration
des Entreprises de Paris (IAE). He has worked 16 years as hospital pharmacist in
the Hospitalier 2 PAssistance Publique — Hdpitaux de Paris, and the last seven years
as purchasing director, being also responsxble for the product information and related
databases. In this function he of 150,000 products
{medical devices, drugs and laboramry consumables). Since October 2005
responsible of Péle Acquisition de Données at VIDAL for the administration of a

pp: software fur and publtc Maurice is also
President of the French ion for the of medical devices
(CLADIMED). He works additionally as for public i

12:30 - 13:30 Lunch

13:30 — 14:30 Report back to plenary from Work Teams

15:00 Discussion — Summary — Next steps — Date of Next Conference
15:15 Closure of meeting

15:30 Bus back to Paris/Airport

25 September 2006

GS1 France organised visit to the University Hospital of Dijon. Further details available upon request.
-8~



Draft Agenda for the 5% HUG Conference

20 September 2006
from 8:30 onwards: Registration
Introduction

9:00 - 48:30 Training on GS1 Standards — BarGodes, eGom, GOSN and EPCglabal,
GS1HUG™ Baslcs

10:30 -~ 11:00 Coffes break

11:00 Opening and Introduction

Wolcome — Piermo Georget, GS1 France

Gresting - Tyco Healtheare,

The HUG - Mizsion and Vision - Tha new govemnance model and roadmap
The HUG Vork Tesms - Update

Communication & Coordination — Jim Wilimott, Smiths Medical
Affairs - Tom Werthwine, Johnson & Johnson

MO & Jackie R. Elidn, Medironic

Standards Development — Peter Tomicki, Baxter

Business Case — £d Dzwif, Jobnson & Johnson Pharma

Vaccines & Blologicats ~ Staphen Hess, Morck & Bruce Cohen, GSK

GTYIN Allocation Rules - Mark Walchak, Pfizer and Mark Hoyle, Tyco Healthcare
instruments & Implants — Votker Zeinar, B.8raun

12:30 - 13:30 Lunch

AFSSAPS (Agonce francaise de securite sanitaire de prodults de sants) - the
CNDG (C nationale des é Phitippe Domy, DG CHU

Amiens

EFPIA Federation of and -
Graham 8. Smith, Astra Zeneca

Eucomed (The Volce of the Madical Technology Industry in Europe) - tbe

1

G

43:30 - 14:30 Report back fo plenary from Work Toams
15:00 Discussion ~ Summary - Next steps — Date of Next Conference
15:15 Closure of meeting

15:30 Bus back to Paris/Alrport

GS1 France has organized a visit to the university hospitat In Dijon on the 25™
Septembart

25 September 2006

10.00 ~ 10.30 Welcome
10.30 - 12.00 Presentation of the different projects running In the CHU Dijon

1. Traceabllity of sterilization dellveries with bar codes

Traceability of sterilization deliveries with RFID tags

3. These two applications in erder to confirm the hespitals can use both
technologles

. Traceability of clean and dirty textile containers with RFID tags with Geodls
and GRPS readors

. Tracoabillty of patients with GLN and RFID tags

»

IS

12.00 - 13.30 Lunch at the cafoterla
13.30 ~ 15.30 Visit to the wards concerned with the projects
16.00 Train to Paris

18.00 Arrival at Paris Gare do Lyon

— 114 —

15:30 ~ 16:00 Coffeo break

Wholesalor oxperience in France - Jean-Luc Maurat

CHU Rouen ~ Handling of blood derivate products - the

IFAH {International Fedaration for Ankmal health) — Decision for Standards and
Implementation ~ Jean Claude Muller, #arial

17:00 Departure of bus to Louvre
18:00 Louvre visit: Guided tour "Step Insida the Da Vincl Code”
20:00 informat Dinner in the city centre of Paris

This Is a privately organised event costing approximately 40 Euro, to be paid on the
day.

21 September 2006

9:00 « 17:00 Moving ahead in the Work Teams on the topics: GTIN Allocation Rules
« Application ldentifiers — Sorlalization — Business Case — Instruments & Implants

12:30 ~ 14:00 - Lunch
Coffee breaks determined by work teamn leaders

In the evening: Networking Dinner Gruise on the Seine - sponsorad by GS1 France

22 Septomber 2006

9:00 EPCglobal - Heaith Life Sclence Business Action Group (HLS BAG)
10:00 RFID on medleal devices - Janice Kite, Johnson & Johnson

10:30~ 11:00 Cofiee break

11:00 - 11:45 The Australian catalogue of madicine ~ NEHTA (National E-Hoalth
Transition Authorily), Ken Nobbs, the

11:45 - 12:00 G51 Australia - the
12:00 - 12:30 Diversity of Classification systems - Maurice Ventura, Cladimed

12:30~ 13:30 Lunch



GS1 Global Healthcare User Group
GS1HUG™
Governance Charter
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1.0 Mission

To tead the heaithcare industry 1o the effective utization and developmant of giobat ttandards with
primary E safely.

2.0 Vigion

o bocome the single source for reguistory agendies and tade orgenizatons (mamulachurer,
m:ym hospitsl and pharmacy) seeking input and direction for giobal stendards In the heathcare
3.0 Accountabiiity

To the G51 Management Board

4.0 Kembership

4.1 Voting Mlembetship Crvena

HUG Voling Members must be 2 member company of 2 GS1 member argsnization. Members can be
manufad\nﬂ‘ wholesalersidistiontons, GRO's, hospitais and pharmacies, logistica provider, doctors
and nurse:

mmdwmmmmﬂ%mwmnmw;mm
anmual fee.

mHUGmmm.sEumssoowyw Conference fees wil b dfarent for voting HUG

members and non-voting Hu

G351 I3 a mat for proft mswwumzmnh.es‘wmmumm(csf

HUG™) is & GSY lac&:\edhumembenm. GS51 HUG actviles ave seif funded. These
neural ‘: lum::

2 suplus
TMMM:M:H:WWMLWTM
am&ymmm!edbawdmmmﬂmv

Veting mesers bave voking fighs in the development of gobal standans and password-eroectss
access 1o o documents. They can be candidates for the Leadership Team and the Co-Chair
oowons

# 2 mermber misses thees of more meetngsicontotences, memberstip fs consisersd inactie, that
means that the voting rights Leadership

4.2 Voting Crtena

Hote than one indivitual can mummmmmmsmzmmwm
35 oty onie (1) vele, even i they have mutiple divisions.

Plenary decisicns of the HUG, for axample ralying gukdelines and Work Team resulls, wil be taken
Yy simple majority of the mombers hat are enttied to voiz, 3 GUoru of 50% is necessary. Voting Wil
be done by ehatiol,

GS1 supports and manages the decision process but has 6 voting prvieges.

4.3 Hon:vating Memberzhin Crizeria

a keen interest in standards and patient satety may tupport the GS1
mm&mu;«&w(cmnuswm partcipatng in the Work Teams. Non
members are eigtio to of HUG Work Teams, atiend HUG events, and have

Version 1.3 Pagadels 161572005

Leadership Team menbers must be able 1o act 33 their crgansations fepresentative in key-decisions
The Leadesstip Team shall noid raquiar schedued laieconterences to monior progoss, discuss
issuos and meet in person in conjunction with the HUG confetences, Further face-to-face meetings
can be crganised f necassary.

Limits of Authority

Decision-making is achieved Byrugh consensus, which i defined 33 3pproval without susiained
oppasiion - 2 quorm of 50% is necessary,

Leadorship Team Selection Process

Ammaeetouuumm‘remmmbemmnssx Standards development efforts and
shoutd be able to promots the imsemontation of the developed giobal standards and beut practices
in their organizations and shouid therefors be abie to provide finkage betwaen thelr business and the
G51 HUG™. An election commities, consistng of HUG owcmu?dmecsx Gichal Oice, shat
eralot

Torm Limits

Leadership Team mesmbers serve 3 one-year lerm which is renewable.

$2CoCher
e o et o o8 SR St b ot 1o Koo 3 gy
batance.
Roles and Responsividies
Co-Chairs shait.
+ convens and preside st HUG conferences and mestings

+ appr propozed by the GS1 G Heashcace,

* fackitste tho consensus process
« Gaseminate and monitor commancations with membership
« assign duties a3 necessary to advance the work of the HUG
+ reportto the GS1 Management Boatd
Torm Limits
Co-Chairs umawmdzyemmmmmwy tobe re-electod for anolfer twa years. Co-chaie

terms are staggered o ensute contiouty. Co-Chairs must be abis to act as @ represeristive of theic
organisation in key decisions for the dursbon of theis term, GS1 stalf cannct secve a3 Co-chairs,

Version 1.3 Page5ofs 1011672006
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Versicn Dats Chan Responaible
10 .09 2005 F—wT;%fsm s Uirics Kreysa
Meeting in Pais
11 26032008 Feedback from LT Uinke Kraysa
@iscussion in Pans
incorporated
iz 10,2005 Final document Tor LT | Uirike Kreyso
vots with changes after
comments kom M;
Peter and Jim
3 11.10.2006 Inzerted bacikground Uitike Kreysa

2bout gtats of nan-foc-

Veoied on and appraved
by Le:
Team
Version 1.3 Page2of8 1011672008

Emited access o documentation snd work results, Associstions, regulatory bodies and educational
ina¥tutes can be non-voting members wih no voting privéieges.

HomGS1 members can participate at conferences/meetings bt cannet vole,

4.4 bgslihcare Providar
Ormam;mrwm»wasmmwmm-mm:mmm considered hestthearo
providers. Hosithcarn use the GS1 the HUG.
4.5 Teghnclog 30d Seidion Providers

Technotogy and Solution Providers pmmthUGWkTwmwwmmwm
:\emwedwe\mnamlemsh fechnical input. pmmw.okuadema
ear, they

5.0 Organizationat Leadership

5.1 Leadership Team

The Leadersip Team shal comprise of 2 minkmum of seven (7} ful members and 3 maximum of

twsive (12) ful members. Membershin should be geographicaly balanced. Quakfications o serve as

al.emka Team member inciude nmama:&zf expeﬂzelnMGsi Systern and associated
651 Member {maximum 3 ~ adcq to market

activiies) may also serve eaderahin

Roles and Rezponsibiies

The Leadarstép Team shall

= eiocttwo Co-Chairs through nomination and consensus.

+ develop and maintain the averall HUG stategy

+  manage, fiance, conference/mecting planning, publc relations, membership and peticy
ensure yoograptic and supply chain stakehoider batance

« formutate individual posiiona of the HUG in response to regulatory, customer, and focal
tandands intiatives.

patont safety - GS1 ropresentatives
+ Greate Work Teams to respond to, or drive, specific intiatves,

* feprment HUG membrstioto £demal groups and organczatons with interests in standards
shat be engaged.

+ ensure that Work Teams are adequately resourced.

«  appoint Work Team leaders, reviow prognsss of the Work Teams 0n 3 fegutar basis and
ensore that there is slignment between the Work Team,

*  enswre participation in the Gicbal Standard Mansgement Process (GSMP) by representing
mwchcsu?wwmmswwmmmmwb e developed

Version 1.3 Pagedols 10162006

Limits of Authiortly

DmmmmammwgbmnsmwﬁhmeummTew which is defined 23
approval without sustained oppos

5.3 Work Team Paticioation
The HUG develops proposals for giobal standards through Work Teams.
‘Werk Teams focus on specifc business ssues.

The working language s English,

HUG membership wil review and approve, by majority vats, the results of the Work Toams befors
they enter the Giobat Standard Management Process (GSMP). The Work Teams champion the
peopazed standards through the GSMP.

8.4 Work Yeam Leaders

Work Teams are ideasy co-chowed.

LMMMMTWWW progress of the team accordng to the scope and
defterabies.

They ane Wuam;mmmnaamﬂmmm
tht task by st2ff from GS1.
5.5 Greup Monager Heathcary
FRoles and Rasponsibaites
«  Facittation of the HUG's decisions
«  Genersd Communication
« Reporting to 351 Global Office (GO) Management
+ Ensuring that HUG Leadership Team has sufficient support from GS1 stafl
+  Driving GS1 alignment with HUG goais and objectives
Tenm Limas

Group Manager Hesiteare mainiains the position s long a5 ha f she remaing in post

6.0 Conferences and conferences procedures.

There wit be three conferences per year, the HUG Leadorship Team detormines tme and place, but
mmwemmm«mwm@m The agenda of the conlerences are drafted
by and zper y the Leadzrship Team,

6.1 Gonterence foes
There are focs appiicable for confarences; HUG voting members pay a

reduced fee.
Speakers participats fron of charga 2! the conferences, 33 wed as regutatory bodies, GS1 stalf and
GS1 Member organisations.

Verzion 1.3 Pagesol 101672006



‘The Leadership Team decides H tha HUG w3l refmburse the ravel costs for 2 speaker ~ horo wil be
o remuneration 3

for spasiers.

6.2 pn ol St

The GS1 An#Trust Statement must be brought 1o the attantion of 2 paniipants 2t the beginning of
each canference/meeting and telecenference.

6.3 Quonem

Leadership Team and Viork Team dosisions are not binging when a quorum | lacking at the Ems of

mee-cmm 5160 'ﬂ!mmnmsm:dm Lzmmhxnmwﬂmmm:m

6.4 Himsey

Where a mmmﬂmmmmwmmmmnammsqi
UG websts T Tmummumnh-vwmn rotating function of tha members preze:

7.0 Document Developmant Procass

7.4 Rotyrment Types

Specific Responses reganding publc poscy

One or more Leaderstin Team mombars drall spacific responses with subject matier Support from

10 GE1 GO The Lesdactip Tean thom revicws ot proposed responze. Substantive and editorial
3 are suggested and approved by consenst Rmewunbevi:zﬁméw . emR,

oy’

to e regutory auharies e vi the locsl GS1 Member Orgarizaion o wmm
Maneger Ha:

Position Pepors

Ay merober of the HUG of a GS1 Member Organization can dra a posiion pager, Once daied, the
popy o be submtedta he HUG Leadsrship Team ¢ scopbon R ANl aiivin
e soggesod sed sppravad by consensus, Review sod sdopten can be v 2 physis mestog, o
mai, teieconiorence

or Webex. Once the Leadership Team and onglnator reach ogreement the
posion paper can be posted on and daiributed vis HUG website,

Press Reteasos
A presa relesta is a swccinel and Emely announcement  Agroemonts among
badies, koy customers and sskpon of GS1 Standorc, o x:thgen&.n

regulatory compenies’

HUG Leadership are pozsidie prezs release topics, As fopics are presenied wbﬂeGS!H\lG"’
Loadershin Team, ey shell reach @ comsensus bekore forwardng ta GS1 GO Marketing to

publish.
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5.0 Communications

Communicalicn wih assotistions and reguiatory bodics is Gono through the Group Manager
Mmaxcsmonwmmmeuwmrmwmwmmmm
a0 of the HUG.

G851 prevides the neural platiorm for giscuasions betwesn the hestthcare industry and regutatory
bodios,

The Suppatt Team ‘Coovmunicaticn aed s responsible for 24 marketing activiies of the
HUG, In aignment with the GS1 ummummes* GO Marketing Team. GS1 GO
mainizins the HUG website (waw.gs1.orghug),

ommunicstion. with regard to HUG gicbal matkating activities, shad be the resconsbiily
Leagerstin Team, in afgnment with the G51 branding guideine: :ndeS‘lGOMmz‘mqYuam
G5160 )
Fec s03 GS1HUG™
Ansiox:

Ho to Usa This Decument - Document Cenventions.

MUST: This word, of the tarms "REQUIRED o "SHALL", mesns that the Gafnition Is 2n sbsohds
requizement

MUST KOT: This phraze, of the phrasa "SHALL NOT", means that the definition is an sbschute
SHOULD: This word, o the na;m “RECOMMENDED", means that trere may exist vaid reasans

nwm»m toignore 3 par

weighed before choosing @ Gferent course.
SHOULD wOT: m:pmm of B2 phrase "NOT RECOMMENDED", ;mears at e may exist
2 aceaptabio of oven usehd,
mmumwmmmm*mmmmmmmmom
Gascribed with this label
T T e, o the adkective "OPTIONAL', means that an kem ks by cptional.

Vession 13 Page 8ol 104672008

Sugaal Instrumerts R

AR DA Vi A
esurenecia

Irerumant bomg 5. et
o w3 art
o et s by
e 9
o fwiatryfooen
s rsamerts et b
i s bean cavd, havata
e <o) b0 aocumeried
e
- vty mocess v hcornatty
For rerumacts mde of
ke s, ercions e Ve
[estumseet Wnon handing 4 opiremact,
[ideg 1584 s, sarbamton. v
s 1
[Crm v
= 2o fresa vy maevanca stroects.
e 24k & CorAuns Ve 03 4172 e B ey o gory BR[O [T
Joerstes €250 fpranvary puposes.
iy ) oty shaches wcaiatBly. o)
T 75 maregs Fseng vore ok vt B [Wortarry {Omom 1D o vy la b read
ecthod by erterng 0 G330 {cvbewry e for srocase
[anasement
mew 14
=
et + it ooty
lswntsacke
o (€20 cunsoe)
i 15
Rarcwsy [orn
[ ey ton e ey s
riers 1 praceatisy sveses




We are looking for diverse participants that:

Global focus

All Healthcare producis

Massimiliano Molinari J & J

A Combined effort of G831 HUG and HLS

@@ | WEOOE I CNAE I DEE F s

+  Abbott °
. «  AdvaMed .

1) Represent the different roles in the supply chain, such as: - Aesculap
v" Manufacturers +  Amgen .
v Wholesalers . gsiff Zeneca .
B M axier .
v Refailers » Boston Scientific
v GPOs «  B.Braun .
v' Hospitals + Cardinal Health -«
v" GS1 Member Organizations +  Cook .
< FDA .
- GSK .

2) Represent small, medium and/or large enterprises

3) Work locally and think globally

SED I NEHY 1EEN e mEen 1w

“AIDC Application Standards ”

AutoID Data Work Team
Serialization Work Team

HDMA
Johnson &
Johnson
McKesson
Medtronic
Merck Germany
Novartis
Pfizer

Purdue

Roche
Sanofi-Aventis
St. Jude

Tyco
Healthcare
Wyeth

@D 1 mEmEE I EEE0 WEEE 15

Please Welcome our New work team co - lead

GS1 MO
Australia
Austria
Canada

Chin

2

France
Hungary

ltaly

India

Ireland

Japan
New Zealand

Spai

n

Switzerland

UK
USA

2008

2008

> Establish Team

Pac!

kaglngl
Oirect Marking:

i

AIDC Application Standardz

EEe IUEEE | MERT I EEAE @

key

= = = physical meetings

exeem

task scheduled
task complete

ELERETCRERI--TERE- - RE-

0 2007
Nov | Dec | Jan [Feb ar  Apr  Mdy Junp
1
Review Mission & Vision i
I
i
i
Approve Objective & Scope @ 1
T
Approve Business Requirements 1
!
Approve Data Requirements
Submit Change Request
Berlin tbd




What's the interest in serialization?

To determine the global healthcare industry’s size and structural
requirements for specific data elements (e.g., lot numbers, serial
numbers) to support patient safety and product authentication for
healthcare products as defined by GS1 HUG below:

» Vaccines

-+ Biologics

» Therapeutic nutritional products

+ Pharmaceutical

+ Medical Devices (e.g., Instruments, Implants)

LT RE-TLERE- - ERE T Y RN

Manufacture Distribution Care Facility
| N
I g
From: Finished Goods To: End of Treatment
x

bl

“ These are the boundaries

My role in the supply chain is...

My business requirement is... (must relate to
serialization and patient safety)

The rationale for this requirement is...
This requirement is mandatory or optional

The work team evaluates and documents status
open/close

©2007 G5t

£2007 GS1

The Serialization WT will review and document business and

regulatory requirements for serialization by:
Size (capacity needed)

» All Healthcare

* By product (G81 HUG)

e By product (GTIN)

¢ By lot

* By serial number

Meaningful numbers versus randomization & affect on capacity
Decentralization/centralization of allocation & affect on

capacity
Structure
* Numeric length
*  Alpha-numeric length

CUERE--TRRE-T LIEE-T_1_ S BE_

— 118 —

ELTRE T TR RE T ERS- 1 R

Work Group - Questionnaire
The GS1 HUG/HLS Serialisation Work Group is distributing this questionnaire to assist
in the development of business reguirements with the goal of developing a global
standard for the healthcare industry.

Answers to the questionnaire will help us determine the size {capacity) and structure.
needed to support serialization requirements.

1. lama: manufacturer  For this questionnaire our products are:
distributor Vaccines
wholesaler Biologics
o hospital ‘Therapeutic Nutritional
other: Pharmaceutical

Medical devices: instrumenlsfmplants

if other please describe:

2. Our largest number of healthcare products in a lot” is. .
*for this survey lot and batch are considered identical in the external supply chain.

3. Is your lot number structure numeric o alpha numeric?
pumeric
alpha numeric

4. 1s there ever an association with lot numbers in your seriatization scheme?

no
1 yes, with what frequency,
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