The world of GS1
standards In healthcare

Geneva, 22 June 2010



http://www.gs1.org/�

@1 Healthcare Topics

 Background

 Where we are going

 Where we are today

What this means to you

e Questions

© 2010 GS1



@1 Healthcare Topics

 Background

 Where we are going

 Where we are today

What this means to you

e Questions

© 2010 GS1



1 Healthcare Lack of global standards...
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@1 Healthcare Global standards in Retail

Over 1 million companies
use global standards to
manage the supply chain of
consumer products.

6 billion ‘beeps’ per day.

US$ 17 billion annual cost savings in
the grocery sector alone.
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@1 Healthcare Global standards in Healthcare?
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@1 Healthcare Global standards in Healthcare?

A manufacturing headache...
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@1 Healthcare Global standards in Healthcare?

(Re-)Labeling and re-
packaging by Healthcare
providers...

©2010GS1



@1 Healthcare

Security, traceability and efficiency
In healthcare

are currently at the forefront of
government regulations and industry
concerns around the world.




@1 Healthcare Challenges & opportunities

1. Improving patient safety
2. Increasing supply chain efficiency

3. Ensuring regulatory compliance

©2010GS1



@1 Healthcare | N€ healthcare supply chain...
simplified

Healthcare
b provider

Manufacturer

o Patient
Distributor, wholesaler, GPO, ...
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The healthcare supply chain ...
In real life
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@1 Healthcare ©S1 Standards in Healthcare ...
Our vision

GS1 Healthcare envisions a future where
the healthcare sector utilises GS1 global
standards for all items, locations, people
and processes to drive patient safety and
supply chain efficiency improvements--
starting with the manufacturer and ending
with the patient.

© 2010 GS1



@1 Healthcare

Speak one language

across country or regional borders
| between supply chain partners and
846

uifl within an organisation

(Il
265238

Sector-wide implementation of global
supply chain standards needed
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@1 Healthcare Global system of standards

An integrated approach
Global reach
«Standardised identification keys

*Products, locations, assets, ...
«Standardised data carriers

*Bar codes & RFID
«Standardised sharing of static data

Data on products & locations
«Standardised sharing of dynamic data

*Event data Proven standards
eStandardised electronic communication

Open standards

Meeting the challenges
of today’s Healthcare supply chain:

patient safety, security, visibility, efficiency, accuracy, ...
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@1 Healthcare The role of GS1

GS1 is a not-for-profit organisation dedicated to the design
and implementation of global standards to improve the
efficiency and visibility of supply chains globally and across
sectors

« 30 years of experience
o Neutral platform for all supply chain stakeholders

e Over a million companies doing business across 150
countries

e Over 6 billion transactions a day

© 2010 GS1



Healthcare GS1 around the world

Countries with a
GS1 Member
Organisation

B cumesseneaona 108 Member Organisations - 150 Countries served

Global reach, local presence

Global Office (Brussels)



@1 Healthcare

GS1 Healthcare
Global, Voluntary Healthcare User Group

To lead the Healthcare sector to the successful development and
Implementation of global standards by bringing together
experts in Healthcare to enhance patient safety and supply
chain efficiencies.

©2010GS1
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http://www.moh.govt.nz/�
http://www.dh.gov.uk/en/index.htm�
http://www.premierinc.com/�

Working with International
Organisations
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— International European Health Level 7 International
World Health Organisation for Committee for Society for I_3Iood
Organization Standardization Standardization Transfusion

Es@ln & Eg UNJ/CEFACT v

International Society for - ynjted Nations ~ World Customs ~ North Atlantic Treaty
Quality in Healthcare Organization Organization
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@1 Healthcare Local Healthcare user groups
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@1 Healthcare Global work groups

« AIDC Application Standards

e Global Data Synchronisation & Product
Classification

» Traceability in Healthcare
* Public Policy

Meet bi-weekly via conference call
and 3 times per year in the global conferences.

© 2010 GS1



@1 Healthcare GS1 Standards for Healthcare

Standards development continues,
but set of global standards available to build on:

v'AIDC Application Standards for 90% of medical
products

v'AIDC Application Standards for small instruments
v'Healthcare extension in next GDSN release
v'Global Traceability Standard for Healthcare

©2010GS1
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@1 Healthcare How to get started

1. Contact your local GS1 Member Organisation for
guidance

2. Join alocal user group to work with other healthcare
stakeholders to advance the sector-wide implementation of
standards

3. Join the global user group to work with other healthcare
stakeholders to develop global standards and support
global harmonisation

©2010GS1



Enabling AIDC solutions
INn healthcare worldwide

Chuck Biss
GS1 Global Office
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Automatic ldentification
@1 Healthcare & Data Capture (AIDC)

“Automatic ldentification and Data Capture (AIDC)
refers to the methods of automatically identifying
objects, collecting data about them, and entering

those data directly into computer systems
(.e., without human involvement).”

Wlklpedla 2009

© 2010 GS1



@1 Healthcare AIDC Application Standards

Defines
the data to carry
using specific data carriers
for every healthcare product
at every packaging level



@1 Healthcare Scope: Data

Data — a few examples:

v Global Trade Item Number (GTIN)
v Expiry Date \\>

{01)07612345678900(17)100503

v’ Batch / Lot > (10JACI453G3 )(T)l>23
v' Serial Number

/

© 2010 GS1



@1 Healthcare Scope: Data carriers

(01) 0 0012345 67890 5

i LI

GS1-128 &
GS1 DataBar

-

(01)07612345678900(17)100503
(10)AC3453G3

GS1 DataMatrix

EPC /RFID

©2010GS1



http://www.dreamstime.com/rfid-tags-image1763016�

@1 Healthcare Scope: All healthcare products

pram M.

Pharma / Vaccine / Nutritional Medical devices
.3 | o ._

!
y .
4
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Retall
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@1 Healthcare Scope: All packaging levels

— "

Pallet Case/ Secondary Primary Directly
Shipper package package on theitem

©2010GS1



@1 Healthcare Scope: Risk-based solutions

AIDC Marking
requirements

Highest

Enhanced

Minimum )) {

Pacemakers, hip replacements, ...
Catheters, needles, ...

-
“'-l-n..l

Cotton balls, bandages, patient exam gloves, ...

© 2010 GS1
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@1 Healthcare AIDC for Healthcare...Vision

©2010GS1

EVERY item has

ONE set of key identification data carried in
ONE data carrier
able to be scanned by EVERYONE

at every key process step...




@1 Healthcare AIDC for Healthcare...Why?

e To improve patient safety

* Achieve the “5 Patient Rights” or “8 Patient Rights”
* Reduce errors

* Ensure needed information is readily available to the
healthcare practitioner

« Toincrease efficiency in supply chain and
treatment chain

©2010GS1
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@1 Healthcare Roadmap to global standards

GTIN Allocation Rules

AIDC Application Standard

Phase 1 (90% of medical
products)

AIDC Application Standard
Small instrument marking

2010
\

Addres

J

Implementation
guidelines

Location & legal entity ID

' Others

Plasmaderivatives

Multiple bar codes

>Key standq

2011

2012

rds are completed!!

ses ~90% of healthcare

nearing completi

AIDC Application Standards Phase 2
(Scope TBD)

products

pn...

Ratified standard

Work finalised or near closure

Work in progress or planned

© 2010 GS1

Version 1.12 — January 2010




@1 Healthcare GS1 General Specifications

®1 The core standards document of
the GS1 System

Now including AIDC Application
Standards for Healthcare

GS1 General Specifications And specific standards for marking
Version 10 . .
re-usable surgical instruments

lzzue 1, Jan-2010

’ ‘_..-- i
2 A .
-.:!.j - _,.".‘-" -
ELTy By o L
LI 1' [ -

Contact your GS1 Member
. Organisation for your copy!




@1 Healthcare AIDC Implementation Guide

In final draft!

(-3

How to implement all aspects
of the new Healthcare AIDC
additions and changes to the
GS1 General Specifications

Coming soon!!

AIDC Healthcare

Implementation Guide

Esue 1, Dralk T0, 28-law-2070




Description of the Example
Product Hierarchy

Direct Part Mark

[AIDC marked directhy onto
asingle, unpackaged, unla-
baled rtem)

Primary Package

[AIDC marked onto the first
level of packaging, either on
‘the packaging or on a label
affixad to packaging. May
consist of 1 single ltem, o 3
‘oroup of items fior 2 single
therapy such as a Kit)

Secondary Packaging

Pallet
(AIDC marked onto 3 pallet.
May contain ane o mone

Case / Shippers.)

AIDC Application Standards for Healthcare and Product Marking Grid

MINIMUM Luel-fmcu-rhgmmuj

MINIMUM Level of AIDC m.arthg{nun-netaﬂ:

HIGHEST Level nfll](h\rhng

IH-EH- Distributed and/or Sold
ﬁ_r‘

n—lﬂh
DPRE 1 pill [DP#: 1 consumer bandage \DPRA: 1 pll DPM: 1 empty syringe DIPM: 1 contact lens DPM: 1 catheter (temporary} DPME: 1 pill DPM: 1 re-usable scalpel handle
Primary Package: Primary Package: Primary Package: Primary Package: Primary Package: Primary Package: Primary Package: Primary Padkage:
1 pill In blistarpack of 12 pills 1 bandage In pouch 1 pill in blisterpack of 12 pills 1 empty syringe In bilstarpack 1 contact lens In vial 1 catheter In blsterpack 1 pill in bilisterpack of 12 pills 1 re-usable salpel handle In powch
Secondary Package: Secondary Package: 12 pouchad | Secondary Package: Secondary Package: Secondary Package: Secondary Package: Secondary Package: Secondary Package:
3 blisterpacks of 35 pills In one bandages In one carton 3 blisterpacks of 35 pills In one 12 empty blisterpacked syringes | 2vials of 1 confact lens each In Eblisterpacked catheters inone | 3 blisterpadis of 36 pllls In one & pouched re-usable scalpel
carton Case: 12 cartons (144 bandages) carton In one carton one carton carton carton hanedlies in one carton
(Case: 24 cartons (864 pills) Pallet: 200 cases (26, B00 han- | CA5€: 24 cartons (864 pills) Case: 12 cartons (144 syninges) | Case: 12 cartons (24 contact ‘Case: 24 cartons (144 catheters) | Case: 24 cartons (864 pills) (Case: 15 cartons (30 scalped
Pallet: 200 cases (172800 pills) | dages) Pallet: 200 cases (172,800 pills) | Pallet: 200 cases (28,500 lenses) Pallet: 200 cases (28,500 catheters) | Pallet: 200 cases (172,800 pillsy | handles)
syringes) Pallet: 100 cases (2,400 lenses) Palllet: 200 cases (15 000 handles)
Ho marking Ho masking Homarking Ho marking Nomarking ‘Homarking No marking GTIH
Serial Ma.
i » - Not for Implants
v p— Haospital:
r - BOO3/B004
= = 1 V4 = | —
No marking o marking GTIN Mo mariang No mariing GTIN GTIN GTIN
imark with GTIN if no Secondary | {mark with GTIN If no Secondary (mark with GTIN i Imark with Lot Hospital: Lot
Packagel Package) no Secondary & | CTH¥no Expiry $ AlGOT+AN 21 H+-AI 003 Expiry
Packags) Secondary -_— Seral M.
] Fackage) —_ i Patancy (kits)
A Hospial:
| - B0 B0
. - optional
GTIN GTIN GTIN GTIN GTIH [Meed 2 marks) GTIH
Lot Lot GTIN Lot
Exgary Expiry Lot AKOTHANZTY Expiry
Expiry + Ali7003) Sestal
Sertal Nao.
Patency
et _ et ﬁ ﬁ ﬁ .
Trade ltam Trade ltem: Trade ltem Trade ltem Trade ltem: Trade kem: Trade ltem: Trade Hem:
-GTIN GTIN -GTH -CGTIN -GTIN -GTIN -GTIN Logistics: -GTIN
-Lat Lot -Lot -Lot - Lat - Lot - Lat -55CC - Lot
o . . Em":r . -SemIN Alfory+AN21) -SethN
Logistics: Loglstics: Logistics: Logstics: Loglstics: - o AllaTj+ARZT 0.
-550C S50 -S50C -S50C -S80C -Potency  +ANT003) - Potency
Trade ltam: Trade ltem: Trade [tem Trade [t2m: Trade ltem: Trade ftem:
-GTIN -GTIN -GTIH -GTIN -Gl'll -GTIN
-Lot - Lot - Lot - Lot - Lot
-Expiry -Expiry -Expiry -Expiry i/
Loghtics: Loghstics: Loghtics: Logistics: Sertal No.
-S5C — 55T — -SS(0C — -SC — — Logistics: —
e . ~ - > S = | _o50r L -

-

-

RIDC Application Standard: Marking Grids 0,94 {24 Apr 2009)



@1 Healthcare The foundation of the GS1 System

GS1 ldentification Keys

Provide access to information held in computer files —

Information about company/location, package, product,
price, etc.

1234567891234

:[> %q

© 2010 GS1



@1 Healthcare GS1 Identification Keys

Nono 20 \

©2010GS1

And there are more ...

@,\‘" ltem identifier= GTIN

Global Trade Item Number
Logistics unit

identiier=  SSCC

Serial Shipping Container Code

Location identifier = GL N

Global Location Number

“* Unique

** Non-significant
* International
 Secure

* Foundational



@1 Healthcare GS1 Identification Keys

© 2010 GS1

GTIN = Global Trade Item Number
Products or Services

SSCC= Serial Shipping Container Codes
Individual Logistics Units

GLN = Global Location Numbers
Physical Locations and Legal Entities

GRAI = Global Returnable Asset Identifier
Returnable Assets

GIAl = Global Individual Asset Identifier
Fixed Assets

GSRN = Global Service Relation Number

Recipient of services

GSIN = Global Shipment Identification Number*

Multiple Logistic Units for Trade (Shipper Assigned)

GINC = Global Identification Number for Consignment*
Multiple Logistic Units for Transport (Transport Company Assigned)
GDTI = Global Document Type Identifier

Document Type

*Not identified in General Specifications as ID key for healthcare



@1 Healthcare GS1 Application Identifiers

Key attributes

GS1 General Specifications includes complete list of 100+
GS1 Application Identifiers

© 2010 GS1

Application Identifiers for healthcare use:

00
01
10
17
21
7003
7004
8003
8004

SSCC (Serial Shipping Container Code)
GTIN (Global Trade Item Number)

Lot / Batch

Expiry Date

Serial Number

Expiry Date + Time

Active Potency

GRAI (Global Returnable Assets Identifier)
GIAI (Global Individual Assets Identifier)



@1 Healthcare GS1 Data Carriers

Bar Codes RFID

v'Affordable & easy implementations v'Non-line of sight

v'Pervasive technology v'Range

v Extensive standardization v'Bulk read - Speed

v'Proven applications / ROI's v'Zero Human Involvement Operations

v’ Adaptability / flexibility v'Durability

v'Expandable data capacity v'Read/Write

v'Visibility into the movement of physical v'Visibility into the movement of physical

objects in the supply chain objects in the supply chain at new levels
Automation

Integration of physical and computer worlds

© 2010 GS1



@1 Healthcare GS1 Data Carriers

Basic bar code system

Host Scanner / Reader Bar Code
Module Label / Mark

©2010GS1



@1 Healthcare GS1 BarCodes for Healthcare

“| ” (01)0001 23456 TRH05(21)12345678 “‘ “
(00)

GS1 DataBar

L T L
EAN/UPC GLEGHOLE234567850" GS1-128
Composite Ll 5 GS1
P 0K .
Component '_JI_ i | N DataMatrix

B (0L)00012345678905%

00012345678905
ITF-14

© 2010 GS1 52




@1 Healthcare GS1 Data Carriers for Healthcare

j ‘ T
Camera-based bar code scanners are needed in HC !!

JNCHAIN T it
(01) 0012345 678 5 {D1)07612345676900(17)100503
GS1-128 &

GS1 DataBar

)

(a7

”m“”l""‘ GS1 DataMatrix

© 2010 GS1



@1 Healthcare GS1 Data Carriers

Basic RFID system

- T

Host Reader Antenna Tag
Module

W

©2010GS1
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©2010GS1

1

ONE global standard for
AIDC In healthcare
now available

Many countries have already adopted
GS1 Standards
We anticipate many more...



Putting the standards to work...



7
1. Contact your local GS1 Member Organisation for guidance

2. Get familiar with the standards / guidelines
«  Attend breakout sessions this week!
«  Participate on GS1 implementation projects / team

3. Do agap analysis...your items vs. GS1 Standards
*  Focus on key items and facilities...don’t ‘boil the ocean’
«  Build action plans, budgets, management approval

4. Implement your action plan
- Start small, conduct Pilot Projects, “learn by doing”,
“crawl before you walk / run”...

©2010GS1



@1 Healthcare AIDC sessions this week

This Week:

« Wednesday, 11:15—-12:45 (breakout sessions)
Roundtable discussion groups
 First steps for AIDC product marking - Manufacturers focus
 First steps for AIDC product marking - Providers focus

 Wednesday, 14:00 — 15:30 (breakout session)

Roundtable discussion group

» Defining the next steps for AIDC in Healthcare identification
and marking - Healthcare AIDC Phase 2

 Thursday, 11:15 — 12:45 (breakout session)

Roundtable discussion group

* Implementing Global Location Numbers (GLN) and the role of
the GLN regqistries

© 2010 GS1



@1 Healthcare Join us!!!

Global teams

e Implementation Guideline

e Blood / Plasma Derivatives

e Location and Legal Entity ID

e Patient and Caregiver ID

e Multiple Barcodes

 Barcode / EPC Interoperability

e Serialization

 Phase 2: AIDC Application Standards

™

Local teams
o Contact your local Member Organisation representative

© 2010 GS1
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Making electronic product
catalogues through a single
point-of-entry a reality

Peter Alvarez

GS1 Global Office
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@1 Healthcare Managing master data

Critical business processes require reliable product and
location data:

Distribution systems
Inventory replenishment
Billing/accounts payable

Traceability systems (pedigree systems, adverse event
reporting, product recalls, barcode point-of-care systems,, ... )

Inaccurate or bad data add cost and risk

© 2010 GS1



@1 Healthcare Managing master data today

Product catalogues - current situation:

 Varying methods of communicating new items
Supplier A - printed catalog 3
Supplier B — price quote
Supplier C — PDF data
Supplier D — Excel tables
Supplier E — text data
Supplier F — link to website

 Varying methods of communicating updates/changes (or not
communicating)

 Varying descriptions and levels of detail (product attributes)

©2010GS1



@1 Healthcare No standardised product ID

Different products — same number

For example:

Part Number 10313 in Premier Inc. Product Item Master refers to
Medtronic's - "NEEDLE CARDIOPLEGIA ADULT 16GA 5/8IN TIP 10IN"
Hantover's - "CARTRIDGE REPLACEMENT STUNNER YELLOW
F/CALVES/HEAVY HOGS"

*Chattanooga Group's - "ACCESSORY TRACTION REPLACEMENT
STRAP XL FOR HALTER THORACIC RESTRAINT"

*HF Scientific's - "TEST KIT WATER FREE CHLORINE DPD 25ML
SAMPLE PHOTOMETRIC 1000/PK"

©2010 GS1 * Source: US DoD Study



@1 Healthcare

Inconsistent packaging data

© 2010 GS1

* Order 20 cases, receive 20 boxes
* No uniform Unit of Measure standard

Uit of Measure

Diescripticn

BOARD FOOT
BOARD FOOT
BUMDLE
BOLT

BOLT
BARREL
BARREL
BOXES
BOXES

oL

COIL
CARBOY
CARBOY
CASE

CASE
CARTOM
CARTOM
DRUM

DRUM

DEEN
DiEEN

EACH

EACH

FEET

No standardised
product information

Unit of Measure

LOT
LOTS
L
LwRS

Diescripticm

LOT
LOT (MUILTI)
LINEAR YAaRD
LINEAR YAaRD
HIT

HIT

QLUMCE
QLUMCES

FAD

FAD

PIMNT

PIMNT
PACKAGE
PACKAGE
AL

FAILS

PAIR

PAIR

QLUIRE
QLUIRE
QUART
QLUART
REAM
REAM



@1 Healthcare No standardised location ID

Manufacturer Manufacturer
SOUTHLAND TECHNOLOGY 3M 3 800-327-5380 3 o EC
3 CO PHOTO PRODUCTS DIV mco M CIOFL
3 DIAGMOSTIC SYSTEMS INC 3t DEMTAL 800-237-1650 3 I Gl
3 ELECTRICAL SPECIALTIES DIV 3t ESPE DEMTAL DIVISION 300-364-3577 3 CIO HI
M HEALTH M ESPE UMNITED STATES TN
M HEALTH CARE CDI M ESPE 3 IO A
3 HEARING COMFONENTS 3 HEALTH CARE 800-521-2818 3 IO LL
M INDUSTRIAL TAPES LTD M HEALTHCARE PRODUCT M CI0 NF
3 MEDICAL DEVICE DIV M HEALTHCATE L0
3 MEDICAL IMAGING SYSTEMS DIV I MEDSURGE 3 CIO O
M MEDICAL PRODUCTS DIY M MINNESOTA MINING MFG OFFICE M Cio RE
3 MEDICAL-SURGICAL DIY 30 MINNESOTA MINMIMNG & MFG.CO. 3 GO 54
3 MEDICALISURG 3 OCC. HEALTH AMD ENY. SAFETY DIV 3 IO 8¢
3 PHARMACEUTICE AND MEDICAL 5 M OCC. HEALTH AMD EMY. SAFETY DIV. M CIOTH
IM-MEDICALISURGICAL 3 SARMSICDI IO TH
A OCCUPATIONAL AND SAFETY DIV 3 SURGICAL 3 CIO TH
30 - MINMESOTA MINING & M UNITEK B00-423-4588 M CIO TR
co 3 UNITEK. S IO WY,
3 FEDERAL GOVERNMENT THREE M/ESFE 30 IO Wiy
M FEDERAL EYSTEMS DEPARTMEMNT 30 COMPANY IO WAHL CORP. M COMM
3 HEALTH CARE SYSTEMS MINMESOTA SCIENTIF 34 COMM
3 HEALTHCARE §250 MINIMUM ORDER CORFPORATE ALLIAMCE 3M CUSTOMER SERY | 3WM COMP.
3 HEALTHCAREMINMIS OTA MINMING) 3 M HEALTHCARE 3 COMP.
M MEDICAL - CREDIT CARD 3 M UNITEK CORP 34 COMP.
I MEDICAL PRODUCTS 3-d 3 COMP.
3 OCC. HEALTH AMD EMY. SAFETY DIVISION | 3-M COMPANY 3 COMP.
M OCCUPATIONAL AND SAFETY DIV 3-M COMPANY-CIO O 3 COMP:
3 SAFETY DIVISION -t COMPANY-CIO OEM PRODUCTS I CONE
M-DENTAL PRODUCTS DIVISION 3-M PHARMACEUTICALS 3 CONE!
3M-HEALTH CARE 33M HEALTHCARE I CORP
3 DENTAL PRODUCTS DIV, 3 3 DENTF
3 UMNITEE CORPORATION M PUERTO RICO 34 DEMTY
3 UNITEK. DENTAL FRODUCTS 3 SPECIALITY CHEMICAL 3 DEUTE
M BIOLOGICAL 3 % SAN-MAR M HEALT
3 ESPE DENTAL PRODUCTS M (CRIT242) I HEALT
3 HEALTH CARE (MED/SURG PRODS) 3 - MINNESOTA MI I HEALT
3 Ci0 CHECKPOINT METO 3 - MINMESOTAMINING & MFG.CO M HEALT

©2010GS1

Multiple manufacturer
names

Order with whom?



@1 Healthcare Data errors in healthcare

Missing Middle Levels of 15-20% 1-4% 20-25% 15-25%
Packaging

Hard “Packaging Quantity” 1% 1% 2% 2-5%
Errors

Unit of Measure 2-6% 1-3% 2-5% Unknown
Confusion/Misuse

Missing Packaging—not Middle 3-8% 3-8% 3-7% 5%
Level

Manufacturer Name Problems NA 2-5% 1-4% 30%
Obsolete Products 1-4% 2-5% 1-8% 5-15%
Missing Product Brand Names 2-5% 5-10% 5-10% 20-25%
Incomplete Item Descriptions 5-15% 3-12% 5-15% 10-20%
Wrong Customer Unit Prices Unknown 1-2% NA 1-2%
Customer Paid More Than NA Unknown NA 3-6%

Lowest Contract Price

©2010 GS1 Source: US Department of Defense Study



@1 Healthcare Bad data add cost and risk

e |naccurate and inconsistent data in the Healthcare
supply chain add billions of §, €, ... in costs

Supply chain information inefficiencies
Inaccurate data in transactions

Purchase orders and invoices with errors
Manual work-around processes to correct errors

e |naccurate and inconsistent data add risk to
patient safety

©2010GS1

 Disruptions may result in the inavailability of products to treat

a patient

« Medication errors due to incorrect relabeling



For reference:
1 Healthcare . .
@ aithca Data errors iIn Retall...

. i 4 Eur 3earch Erm e

RESEARTH M5

HARMWARE

SFTYVARE

T ERARAGERENT ME TWNORNS AN COSSRIURCA TIN5

Sunply Chain Lanagoement Soffwans P s i - P

Supermarkets back supply chain standard to save
E1bn

L. " Jei
Pomlimd

Dewrem o i 0

Senvae Orienied Supermarkets and big brand suppiiers sne backng &
FRNER propoasl 1 Bring 8 orocsct Gete standed B0 T UK
Vel Sereines wetech could 58 E1bn in supply chain costs over Bue
Bldinei s EMERgEnde k]
Lo haar B
T e e The LikS Frur |Sgesl supssman st sadd Momsons
Harsburys and Tesca. Ingather weih Lars, Masls Procs
g Solitrirs § Samble and Uniser o amang Fe crgaresshons
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I nPeche
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@1 Healthcare A few examples

©2010GS1



@1 Healthcare Managing master data tomorrow

Supplier = data source
Needs single point-of-
entry

One database to load new item
data and update data on existing
items

Needs security

eAutorisation access by supply
chain partners

Standards-based
«Standard identification keys
*Predefined (set of) product
attributes

© 2010 GS1

Hospital = data recipient
Needs single point-of-
truth

*One source for up-to-date,
accurate data

«Continuous synchronisation

Standards-based
«Standard identification keys

«Consistently formatted
Information

*Complete information



@1 Healthcare Global Data Synchronisation

Supply side GDSN Demand side

: Distributor
1_j5_, rJ I-]Ta FI:::I I:}l

\

G571
Retail pharmacy

Global Registry

Ny
./'

Data Pool

«———— GDSN data exchanges
©2010 GS1



@1 Healthcare How GDSN works

_______

et Source ] | pad data

: 1 internal _ _ S

\.._.../ database «  The seller registers product and company information in its

vl data pool

i 1 souce D Register data

: i datapool _ _ _

e « A small subset of this data is sent to the GS1 Global Registry
BN ., 3 Request subscription

4 ’ """" Global « The buyer, throqgh its own data pool, subscribes to receive a

. ! Registry seller's information

w3 4. Publish data

{7 ‘ g:t‘;gfor;t «  The seller's data pool publishes the requested information to

L ; the buyer’s data pool

s 2 5. Confirm & inform

{7 ﬁfggg;ﬁ”t - The buyer sends a confirmation to the seller via each

. ' database company's data pool, which informs the seller of the action

taken by the buyer using the information

© 2010 GS1



@1 Healthcare GDSN data attributes

25 mandatory attributes

8 mandatory attributes required to register products in the GS1
Global Registry

17 mandatory attributes to operate in the GDSN

200+ optional attributes

© 2010 GS1

Trading partners decide whether to exchange additional
Information

There are currently 203 optional GDSN attributes which support
healthcare specific needs

33 new data requirements are being added to the GDSN
standard



@1 Healthcare Topics
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e Questions
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@1 Healthcare GDSN for Healthcare...Vision

All product information for every item is
current, correct, and available via a
single globally-accessible network

©2010GS1
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@1 Healthcare Roadmap to global standards

Da(ta Synchronisation & Product Classification for Healthcarg

2009 . 2010 2011
Global
Pilot :
g Business
U>)~ Requirements
o Solution Design
d—
© | ]
a Healthcare GDSN Extension
GDSN Global Deployment Initiative — Etoile Healthcare
Update
c | Inventory
2
T Requirements
2 Matrix
a Recommendation Long
< Term Classification
@)
GPC codes
released
Implementation Support
Work finalised or near closure Work in progress or planned

© 2010 GS1 Version 1.12 — January 2010



US Department of Defense
Pilot (2007

GS1 GDSN
Global Data Synchronisation Network

MCKESSON

Empowering Healthoare

LAWS@N

On boarding
partner
Manufacturer
<&BD o Healthcare provider
Distributor/Wholesaler/GPO MayoClinic.com ‘{lg
Nauge
- = D = A binkt A Sve ERCY
CardinalHealth ' .
apdmagiealt %’IIIYC%E%;E“EYM N Ig]ﬁg{rgﬁw ". Kettermg J

PREMIER BOSTONF - FROMEDICA

© 2010 GS1 EXCEPTIONAL CARE. WITHOUT EXCEPTION. _



@1 Healthcare Results 2007 DoD Pilot

©2010GS1

Opportunities identified to saves costs
» Better contract price available
- Saved $18.7M so far at 30 + hospitals

Opportunities identified to increase DoD eCommerce
* Moved $7.766M to eCommerce services

Created robust DoD & VA Med Surg product data
bank of 1 million + records

« Accurate master records for 93% ($407M) of DoD buys

« Joint DoD & VA access to pricing, packaging, product ID

Created active collaboration with Healthcare Industry
* Ongoing pilots with manufacturers and PV distributors
« PDU as goal within Healthcare Standards Organizations



@1 Healthcare Global GDSN Pilot (2008)

SAmerinet’

SISTERS OF MERCY
HEALTH SYSTEM

\/ L
*‘?’PREMIER . Baxter
MERCY = "W B BRAUN

SHARING EXPERTISE

a
v ';g

© 2010


http://www.bbraunusa.com/�
http://www.bd.com/support/bdlogo.asp?site=&title=&country=&ctitle=�
http://www.mayoclinic.org/�
http://www.ascensionhealth.org/default.asp�
http://www.mercy.net/�

@1 Healthcare Results 2008 Global GDSN Pilot

Demonstrated that the GDSN
Works across international
boundaries

* Interoperability among data pools

5'-,-'r"u:r_'trr;ur'1i5ing Product ¢ Th e teC h n O I Ogy WO rkS I n Varl O u S
e settings

Report available at www.gsl.org/healthcare

©2010GS1



@1 Healthcare Gl_o_ba_l GDSN Implementation
Initiative for Healthcare

A global implementation initiative to use the
GDSN'’s unique position to meet current and
emerging requirements for electronic product
catalogue data, including pending regulatory
demands and commercial needs for reliable
product data between healthcare trading partners.

© 2010 GS1



@1 Healthcare

Global Trade Item Number (GTIN)

© 2010 GS1

Pack Level

Manufacturer Part Number
Hierarchy (Parent GTIN)
Hierarchy (Child GTIN)
Hierarchy (Quantity of Children)

Publisher Global Location Number (GLN)

Target Market

Brand Owner and GLN
Manufacturer Name and GLN
Functional Name

Brand Name

Description

Height + Unit of Measure
Width + Unit of Measure
Depth + Unit of Measure
Gross Weight + Unit of Measure
Net Content + Unit of Measure
Consumer Unit Y/N

Orderable Unit Y/N

40 GDSN implementation
attributes for healthcare

Invoice Unit Y/N

Shipping Unit Y/N

Base Unit Y/N

Variable Unit Y/N

Returnable Package Y/N
Marked with Lot Number Y/N
Bar code Type

GPC code

Optional Classification Agency
Optional Classification Agency Value
Start Date

Effective Date

Shelf Life From Production
Shelf Life From Delivery
Contains Blood

Implantable

Contents of Concern
Reusability Types

Brand or Generic Flag

Does Product Contain Latex



Global GDSN Implementation
Initiative for Healthcare

 Launched June 2009
 Today:
- Participation: 26 healthcare
organisations
« Connections: 57 live

* Finalised Phase 2 report: sharing
lessons learned

 Next step:

» Expansion to more countries and

™ Global GDSN Healthcare more participants
Implementation Initiative

Phase 2 Report
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Healthcare

ONE global standard for
data synchronisation in
healthcare




Putting the standards to work...



Streamline and . '
B 7. Use data for transactions
optimise processes Mseda L
Synchronise more products !
y P 6. Measure success and expand

with more trading partners
5. Start data synchronisation

Continuous
synchronisation of data

Buyer subscribes

to supplier and products 4, Subscription to supplier and products |

Load products and register
with Global Registry

3. Register supplier and products

2. Identify trading partners and products

Gain access to the GDSN 1. Subscribe to a GDSN-certified Data Pool

Internal preparation
and planning

Goal: Single global source of truth for product data




@1 Healthcare GDSN session this week

This Week:

« Wednesday, 14:00 — 15:30 (breakout session)

Roundtable discussion groups

 Electronic product catalogues, UDI databases and the GDSN:
Making it work

© 2010 GS1



@1 Healthcare Join us!!!

Global teams
* Global GDSN Implementation Initiative

Local teams
« Contact your local Member Organisation representative

or a GDSN-certified data pool

Yo\

©2010GS1
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Global standards to achieve
end-to-end traceability

Janice Kite
GS1 Global Office



http://www.gs1.org/�
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@1 Healthcare Traceability in Healthcare

“Traceabillity is the ability to track forward the movement
through specified stage(s) of the extended supply chain
and trace backward the history, application or location

of that which is under consideration”.

GS1 GTSH Issue 1.0.0, Feb-2009

©2010GS1
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@1 Healthcare Traceability Standards

Develop a suite of standards
to enable traceability of healthcare products
from point of production to point of use




@1 Healthcare Traceability matters because of...

.. regulatory compliance

.. anti-counterfeiting/diversion

.. product recalls

.. adverse event reporting and post-market surveillance
.. medical error reduction

.. documenting medical product use in Electronic Health
Records (EHR) and Hospital Information Systems
(HIS)

... efficient logistics management

© 2010 GS1



@1 Healthcare Regulatory compliance

Traceabillity is currently at the forefront of government
regulations and industry concerns around the world...

A few examples:
FDA Amendments Act of 2007

m Authority to develop regulations establishing a Serialised
r — Numerical Identifiers (SNI) system for drugs

Authority to develop regulations establishing a Unique
_ Device Identification (UDI) system for medical devices

o

“Pharma Package” - Safe, innovative and accessible
medicines: a renewed vision for the pharmaceutical sector

- Recast of Medical Device Directive - To establish a UDI

System

—

© 2010 GS1



@1 Healthcare Regulatory compliance (cont’d)

|
— L Brazil - Law 11.903/2009 - To establish a national
1 drug traceability and authentication system
ANVISA
PN Colombia - Decree 4725/2005 - To establish a national
E traceability system

Turkey — To establish a national traceability system for
drugs and medical devices using DataMatrix

China — Shanghai Regulation 7 November 2006 —

established a traceability system for implantable medical
devices in 2007

And many more...

© 2010 GS1
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@1 Healthcare GsS1 Vvision for Traceability in Healthcare

Full actionable, global visibility of finished pharmaceuticals and
medical devices in healthcare from Point of Production® to
Point of Use’?

« All authentic items are identified with the appropriate GS1 Identification
Keys (e.g. GTIN) and appropriate Application Identifier (Al, e.g. Lot/Batch
No. Al(10)), if applicable, at point of production

* ldentification remains with/on the item throughout its intended useful life

 All physical locations are identified with the appropriate GS1
Identification Keys (e.g. GLN) across the entire supply chain

 All patients and care givers, when in a care giving environment, are
identified with the appropriate GS1 identification Keys

 Agreed master data is captured and shared (e.g. via GDSN) on demand
amongst trading partners

 Agreed event data is captured and shared (e.g. via EPCIS) on demand
amongst traceability stakeholders

The terms production or'producer can.also mean commercially available, manufacture(r), creation(or), compounding(er)... SO THAT:
The terms use or'used can also mean consumed, infused, implanted, destroyed

N =2

105
© 2008 GS1



@1 Healthcare GsS1 Vvision for Traceability in Healthcare

Full actionable, global visibility of finished pharmaceuticals and
medical devices in healthcare from Point of Production’ to
Point of Use’

SO THAT:

e |tems can be tracked (forward / downstream) across the entire supply
chain (production to use) in real time on demand

* Items can be traced (backward / upstream) across the entire supply
chain (from current location back to the producer) in real time on demand

« Patients Electronic Health Records (EHRS) are updated with agreed
traceability information, including Care Giver identification

» Counterfeit products are detected when entering the legitimate supply
chain
A product recall would be fast, efficient and effective

1. Theterms production or producer can.also mean commercially available, manufacture(r), creation(or), compounding(er)...
2. Theterms use or'used can also mean consumed, infused, implanted, destroyed

106
© 2008 GS1



@1 Healthcare Tra(;eablllty across the supply
chain

Internal Internal Internal
Traceahility Traceability Traceahility

External External External Extermal
Traceabtlity Traceability Traceabllity Traceahllity

#p———e Traceability accross the Supply Chain ——p

e Physicsl Flow @l intoamatinon Flow

©2010GS1
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@1 Healthcare Roadmap to Global Standards

Global Traceability Standards for Healthcare

-

GTSHV.1

2010

2011

Traceability in Healthcare Il (TH-II)

Use
Cases

Businesg Requirements

Visibility Stds - Gap analysis

eCom Stds -Gap analysis

CR(s)

Alctive participation in GSMP work groups

Migration Plan / Maturity Matrix

Conformance
Checklist

GTCH
Audit

GTSHIG V2

Ratified standard

Work finalised or near closure

Work in progress or planned

© 2010 GS1

Version 1.13 — May 2010

2012



@1 Healthcare « GTSH »

GS1 Standards Document

Busine#ss Process and System R squirements for
Supply Cham Traceability

Global Traceability Standard for Healthcare

Global Traceability Standard for
Healthcare

Business process and system
requirements for supply chain
traceability

Published 27 February 2009

Available at www.gsl.org



@1 Healthcare Implementation guide

(-3

GS1 Global Traceability
Standard for Healthcare (GTSH)

Implementation Guide

GTSH Implementation Guide

To assist stakeholders to
Implement a traceability system in
line with the GTSH utilising the
GS1 System of Standards

Published 24 April 2009

Avalilable at www.gsl.org



@1 Healthcare Traceability —a business process

@
The global language of business
OVERALL BENEFIT: Improving efficiency & visibility in supply and demand chains
G51 SOLUTIONS & SERVICES USING G51 STANDARDS

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

l SI,r*ﬂeru Integrated system of standards

e environment
leI' global data
synchronisation

Standardised, reliable
data for effective
business transactions

GS1 ldentification Keys (e.g. GTIN, GLN, S5CC, GRAI, GIAl, G5RN, EPC) & Attribute Data (e.g. Best Before Date)

Global Traceability Standard for Healthcare (GTSH)
A Process Standard enabled by the GS1 System of Standards
And GTSH Implementation Guideline

©2010GS1



@1 Healthcare Core components of Traceability

v"Unique identification
» Global product identification number

« Lot/batch number or serial number (unique number at the unit
level)

v Data capture
« Bar coding or radio frequency identification (RFID)

v Links management
« Managing identification from point of production to point of use

v Data communication

« Associate the physical flow of products with the information flow
 Different information sharing models



@1 Healthcare Information Sharing Model 1

One up, one down
- Point-to-point information sharing for day to day operations
- Other data on request when necessary to previous actor

¢ N\ <
./ =z/ o/ =/

=i =t =<5

Traceability

Phﬁgﬁal — Partner — ‘ -

© 2010 GS1



@1 Healthcare Information Sharing Model 4

Distribution Information Sources

Traceability identification keys available in a registry to enable
traceability data search - information can be stored anywhere as
the reqistry provides the link and data search mechanism.

e T
.-""-'_'___{FF X
A Registry(ies) for

=)
)
N
1
e ﬁ Data search ,-*
'L‘ P it *, _. "

. g L3 X - I-._\_._,_,-'—"'
--.iI rr‘_‘.ﬁ-“hh"_‘———'_’;- I‘

L]

o -

Information
flow

Traceability

Ph;;giﬁal — Partner — - ‘
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Healthcare Traceability in Healthcare Il (TH-II)

@
The global language of business
OVERALL BENEFIT: Improving efficiency & visibility in supply and demand chains
G51 SOLUTIONS & SERVICES USING G51 STANDARDS

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

|"I G5 S'r”ﬂﬂm Integrated system of standards

The@avird nment
forc ol al data
Synr_h snisation

Standardised, reliable
data for effective
business transactions

GS1 ldentification Keys (e.g. GTH-GLA HA.I. GIAI, G5RN, EPC) & Attribute Data (e.g. Bes!

Global Traceability Standa#d for Healthcare (GTSH)
A Process Standard ena y the GS1 System of Standards
And GTSH Implementation Guideline

©2010GS1



@1 Healthcare Traceability in Healthcare Il (TH-II)

 Focus on EPCglobal and eCOM areas:

Global Traceability Standa#d for Healthcare (GTSH)
A Process Standard enal y the GS1 System of Standards

And GTSH Implementation Guideline

» |dentified, prioritised and drafting Core Use Cases (Sub-Teams):

L Cha!n of Custody. } Combined. Business Requirements gathered
2. Chain of Ownership

3. Product Identifier Authentication
4. Product Recall

© 2010 GS1
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1 Healthcare

ONE global process
standard for traceability in
healthcare now available

A suite of global standards
= to enable traceability In
healthcare available in 2011




Putting the standards to work...



©2010GS1

Contact your local GS1 Member Organisation for
guidance

Get familiar with the standards / guidelines
«  Attend breakout session this week!
«  Participate on GS1 implementation projects / team

Do a gap analysis vs. GS1 Standards
*  Focus on key items and facilities...don’t ‘boil the ocean’
«  Build action plans, budgets, management approval

Implement your action plan
- Start small, conduct Pilot Projects, “learn by doing”,
“crawl before you walk / run”...




@1 Healthcare Traceability session this week

This Week:

 Thursday, 11:15 —-12:45 (breakout session)

Roundtable discussion groups
» Traceability in Healthcare: Which model?

© 2010 GS1



@1 Healthcare Join us!!!

Global teams
 Global TH-Il Team - Product Identifier Authentication

Local teams
o Contact your local Member Organisation representative

)O“US!

©2010GS1
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