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Colombia

Since the emision of
the 1403 Resolution
of the Healthcare
Ministery, the Local
Work Group
re-schedule
activities:

© 2010 GS1 Colombia

Local Work Group Activities

e d 2008, Sept. 23: Making Document for HealthCare Ministry

2009, February 11 and 25
—> | Presentation Proposal Stages of Pilot
-Start Pilot — Stablishment Groups

I

2009, Decembre 9. Presentation of the first draft of a Local Traceability
Standard Healthcare Implementation Guide supported on the GTSH
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@1 Traceability Pilot Scope

Colombia

Deploy along value chain
healthcare sector an efficient
and effective Traceability Model
for medicines, pharmaceutical
products, medical devices and
surgical instruments supported
by the GS1 System that
ensures the safety of the patient

and/or Final Consumer and to
contribute to the efficiency and
competitiveness of participants
organizations.
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Colombia

Traceability Pilot Stages

« Stage | >> Traceability using Bar Codes No

Serialization — Consumer Unit, supported by
CABASNet STL
Laboratories Wholesalers Retail ( Pharmacies)
Tecnofarma Colsubsidio
Wyeth Consumer Cafam
Laboratorios Alcon Dromayor Droguerias Superpharma
Wyeth Consumer Almacenes Exito

- Stage I >> Technical Evaluation and

implementation of Traceability for pallets,
cases, some consumer units and medical

devices using GS1 DataMatrix and/or EPC /
RFID

© 2010 GS1 Colombia




@1 CABASnet STL - Online
Colombia Traceability System

System which allows to the healthcare value chain actors to
registrate, to interchange and to consult on line static and
dynamic traceability information about every product
identified with a GTIN.




@1 Premises
Colombia

= Platform non - dependable of the internal
system information of the actor

= Integrated and Supported by CABASnNet .
Synchronization -

= Future Capability for integration with other
solutions like CABASnet Sales and
Inventory Data and EPCIS (Electronic

Product Code Information Service) .
= Scalable solution GTIN13 >> DATABAR /
DATAMATRIX >> EPC |

© 2010 GS1 Colombia



@2 . Main Features

Multiple Means of Online Search

Authentication

© 2010 GS1 Colombia



@2 . Main Features

A

formacion

i
=

= Static >> Synchronisation
(description, image,
manufacturer, etc.)

= Dynamic >> Deliveries,
dates, lots and expiration
dates

© 2010 GS1 Colombia



Colombia

© 2010 GS1 Colombia
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g

(01)17701234000001

Main Features

Query Criteria

CUM, Unique Medical
Code

GTIN / SERIAL
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@1
Colombia

Alerts: Lots, Sanitary Registers
and expiration dates

© 2010 GS1 Colombia

Main Features

12
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Colombia

STL/

Sistema de trazabilided en linea

Main Features

Hola!
Javier Perez :
DROGUERIA COLSUBSIDIO DEPENDIENTE CALLE 26

| [STL]

F Ingirpoion
+ COnsuiies
¢ [arisis Trecabicss

b & aminaiiracin

i R#apir=y

Generation and
report download
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@2 . Main Features

Storaging and Centraliced information — Confrontation of the information
printed on the product versus the originally reported by the owner of the
product

a I
CABAS &t

Sincronizacion

@1 STL/
Colombia Sistema de trazabilidad en linea

CABAS &t
\_ %

© 2010 GS1 Colombia



1 Product and Information Flow
Colombia Actual Scenario

Warehouse
R (Retailer, o o
Pharmacy) e
_ Display or
Sale Unit Pharmacy
s £ E i L ]

Product
.| Delivery

Product
— delivery

Information &

Information
fow Flow
Synchronisation
| )
©@ v |
N Colombia Sistema de trazabilidad en linea

© 2010 GS1 Colombia
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Colombia

@1 EPCglobal

Product and Information Flow
ldeal Scenario

Warehouse
(Retailer,
Pharmacy)

Pallet,
Case

Product 1
flow

=

le

Case,

Product
Delivery

=0

¥ P . ; P _ | 7
. e 3 . g
Bl o ] B
LY ¥ ' .
Information \E ] ] nformatioﬁ
flow ‘ Flow '

Display or
Sale Unit

—

“information :'i";
Flow i

N il
. Information 7=
Flow

Synchronisation

STL/

©

Colombia

DM= DATAMATRIX

Sistema de trazabilidad en linea

© 2010 GS1 Colombia




1 Traceability through CABASnNhet
Colombia STL

STI./ Eﬂliaszapias

bmoin Sistema de trazabilidad en linea . WYETH CONSUMER HEALTHCARE LTD.

STL Consulta de Trazabilidad
+Inscripeion
3 Consultas Haga click en &l boton lupa para acceder a lag opciones de buzqueda
v Conzufta Trazabiidad
+ Administracion Busqueda por producto @
+Reportes
Busqueda por lote @

Informacion del Producto

Foto del Producto

GTIN 1702122004382

ocap s
Advil fastgelx 20 cap.
MARCA ADVIL
Capsi
CANTIDAD CONTENIDA 20 Humero de articuloz
CUM

l11|dlEH|l ll' Angata cenios @l dv
F gstge!
REGISTRO SANITARIO 20021-000143 .

© 2010 GS1 Colombia



1 Traceability through CABAShet
Colombia STL

Informacion de Trazabilidad

B Transgceion gesoe of Nodo A hasia &l Nodo B

9 » 9

7702122000011 701011020508
DRIGEN WYETH CONSUMER HEALTHCARE LTD DESTING  DEFTO DETREUCION
AT, CALIYUNBO KU, 2 CLL 23 88088
FECHA DESPACHO Q101500
LOTE 8113773 NODES
CANTIDAD 1

FECHA DE FABRICACION
FECHA DE VENCIMIENTO MMLE0I0

Bl Trenseccion gese ol Nooo & heste & Nogo ©

G » ¢

7701011020508 FTCI011023035
ORIGEN DEPTO DISTREUCION DESTIIC  OROGUERM FLORESTA 24 HORAS
CLL 23 6ECE5 &Y, &8 Ho_ 52-30
FECHA DESPACHO 170522008 Fo AR O ERE AR
LOTE s13TTE T
CANTIDAD H - AR
FECHA DE FABRICACION Q112008 El Freaal & = |
FECHA DE VENCIMIENTO 0111072010 : [ '
i :Ir' Is:sj
B. unicacian actus! ol Nooo C o — ; Catn }

6 \_

TT0I0102303s

ORIGEN DROGUERIA FLORESTA 24 HORAS &5 |
AV BB Ne. 92-30 o1 maa 7o s
FECHA DESPACHD 1THSE008 ..;.,.:W Ermprea _
LOTE gu1aTTs ) s
CANTIDAD z '
FECHA DE FABRICACION oui12008 :
FECHA DE VENCIMIENTO 1102010
\er Maga i i
Geographic position P
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1 CABASnNet STL Pilot

Colombia

(@ STL/

Colombia Sistema de trazabilidad en linea

Users:26

Transactions: 10.844
Single batch: 1.634
Processed Documents : 99
Locations: 106 =~



1 Benefits and learning

Colombia

Achieving short term results

Instead using CDs, Printed Documents and other
means, the choice was Standarized Electronic
Information Interchange.

Centralization and on line access to the information

In the Point of Sale, verification to accept
devolutions from consumers

Specific control for each batch and product in the
locations

Inventory management supported by expiration
dates

Standard is cheaper than other solution (holograms,
oter codes, etc)

DataMatrix and EPC should be the next steps

Collaboration Produces Results

20
© 2010 GS1 Colombia



Implementing a Traceability System for Pharmaceuticals
and Medical Devices in Colombia.

Sao Paulo, Brazil
March 16, 2010 Q o

e, S,
Avuthentic.

Track 2® Trace



Ny,

Objectives " Authentic.

Track e Trace

e« Submit a proposal to improve to Improve Follow up & authenticy of Drugs in
Colombia.

« Implement along the value chain a tracing method efficient & effective for Drugs
,medical and surgical materials based on standardized tools.

o Guarantee Patient / Consumer Safety.

 Contribute to the competitiveness of participating organizations as well as
information to final users.

 Provide information on pharmaceutical products to final consumers

« Aline all the requirements to provide a domestic solution under a global
guideline based on a traceable and inter-operating system.

« Establish a common agreement for the implementation with all the
actors involved in the value chain such as government and academic
entities in the country.

@ Consumer Healthé¢are



Background - 2

Opportunities and Business model ﬁ"&"%’#ﬁﬁ;

Compliance




Wyeth

Track & Trace Program Orga

Chris Lee
SVP, Global Supply Chain

Jim Updike
VP, Global Product Security Office

_—c .
s N

Georg Peters
Sr. Director, Anti-Counterfeiting Operations
Global Trach& Trace Progrérn Management

Executive Sponsorship
Geno Germano & Mike Kamarck
Track & Trace Steering Committee

Trackl& Trace Program Management
\ Georg Peters

Authentic.
Track e Trace

PMO o]
PMO Lead - Diana Rudloff
Counsel - Jon Smollen

_ . “Advisory Teams
Sourcing / Legal / Finance /
Label/Gov/Med/Reg Affairs

Controller - Barbara Lucas

Guayama Site Lead

Hector Aponte-Lopez

Algete Site Lead ¥
Susana Martinez l

Supply Chain Lead
Colette Raebiger

QA Lead
James Young

Enterprise Solutions Lead
Don Bamford

Engineering Lead
Ron Corbin

DC / Logistics Lead
Pat Flanagan

N
Mona Abdellall
H Sr. Administrative Specialist o oo PGS T T D
. ustomer Service - ites /ePedigree/Line Mgmi lobal Engineering
Global Track & Trace Program Office Kathy Dolan | James Young | Matt Smith | Jim Pierantozzi |
i Trade Relations GCSQA IS Infrastructure Pharma Engineering
! [DianalRudloft ) Peter Clark | Paul Chrsiiansen | Mark Denson | Sean Strada |
H Director, Anti-Counterfeiting Operations
Global Track & Trace Program Office Brand Team R Solutions Architecture Biotech Engineering
Colette Rax Mike Phillips Kevin Constable
Multiple Track & Trace Team Leaders Change Management {Extemnal Supply Engineering §
- TBD F Jim Pierantozzi
A\ 4
. 1 e~
Jd i 1
Respective Track & Trace Team Members | Algete Site Lead |-
i 1 Susana Martinez|| ="
— Respective Track & Trace Team Members |
e
[ == I I ]
o " 2 - N\ Change "
Engineering Operations QA PMO S Validation . T Management Regulatory Affairs
Eugenia Saez Luis Rodriguez Julio Boned Sarah Crabb armelo Gomez } Raquel Garcia nageme Paloma Perez
8 K Helio Aguirre
] .7
Automation Supply Planning Technical Office BSP Compliance IT Network
Rocio Martin TBD B TBD Antonlo G Susana Quiroga
Jimenez
________________________ I 7718 Windowe !
Maintenance Packaging | J Ma:l:r:‘::;ala I App. Support Ii:x::’:g;s I
| TBD | TBD : | Teb : Ignacio Garcia T8D : | Ainhoa Iruretagcy:
2 2 . 2
r I Ul -l -
| Validation :
I I
) I?BQDA | Consultant | T Co.lr_vé%llance |
! | ! TBD | !
- Global Product Security Office i

- Global Product Security Program

LProcess Validation)
: Marta Palencia |




Ny,

Track & Trace Progra e

Wyeth

1 Key Compliance Requirements ey MR R0 e
Trajectories [ - California | Italy | Belgium | France Turkey |EFPIA Standard
toward urkey Compliance i Coding

Compliance | Global Solution & Capabilities ' Market Authorization Number v v v v v v

France Compliance Lot Mumber ] [ © v v v

California Compliance I Expiry Date © < 9 v v v

20 Data Matrix v [ o v v v

""""" ] Serialization

] Unigue Serial Mumber v v v ] v v

RFID Tag (Implicit) 4 [ ] ] 9 ]

lterm/Case Aggregation v &) v [ ¥ (Future) [

___________________ . Reporting

Emerging : ePedigree v [ a a ] ]

Capabilities — I Point-of-Sale Authentication © S v ) [} v

Mo lLeveige ‘ : Directto-MoH Reparting © v {Website) v © v (Fuire) ©

e : Data Management
Respond_""Z=+ Market Authorization Number hloH MoH MoH hoH Mok MoH
‘—‘r"'- I Unique Serial Number hWanufacturer IvloH hoH - Manufacturer| Manufacturer
I Database Control Supply Chain IvloH MoH | Manufacturer IvloH TED
2009 2011 2013 .20].5 Timeline
w wow RevseAeroa Bottle Packaging Line — RFID / 2D Data Matrix
sbaut the The ficder emits & e

{1) mao ugnalsnd
= e g o 4

2D Barcode Printer
RFID Reader / Writer (optional)

Camera to verify 2D Barcode

RFID Writer (optional)
2D Barcode Printer
Camera to verify 2D Barcode
RFID Reader (optional)
Camera to read 2D barcode

0 @ o~ D

Handheld Reader (exceptions)

5 B S TN S}

paleiin®
i
EAN 13 L o
cast 200
E ME -
< (S e
fmtm e [N v Wb ¢
123I438TEIO il AEMTE 2 o m,—sr:'"w Camara RAD Encoder/Resder Laser Printer Printer  Hand Scannes |

@ Consumer Healthcare



Background ===
]
Process Flow ol Authentic. .

Products Flow (Supplies

Distribution, Transportation, Storage, Dispensing, Reverse Logistics

*Inventory Control Policy e Synchronized Flow
« Strategic Inventory Levels e Data Management

Cash Flow $

@ Consumer Healthgare




Implementation of a
Traceable Model Based on
an standard Technology

ALMACENES

EX/1/T/0




Phases of The Pilo _—
P =

« Traceability Using Bar Codes Without Serialization

« Sale Unit Levels through CABASNnetSTL

 Work Groups Definition

Pharmaceutical
Companies

TECNOFARMA
TECNOLOGIA
!! FARMACEUTICA
DE AVANZADA
® T A
Alcon TOROMAYORT

Wyeth

Gonsumer Healthcare
(Pfizer Consumer Healthcare Today)

Distributors

ALMACENES

EXTO

Source: GS1 Colombia @ St




Phases of The Pllc

Commercial Universe

Ny,

Authentic.
Track e Trace

!

|

Drugstore
Distributor

Drugstores
17.300

@ Consumer Healthcare
|

Retailers

!

Supermarkets

|
l

Wholesaler
Distrbutor
Wholsalers 5500

Direct Mom&Pops

Distributor

Mom&Pops

Sup. Great Chains
Independent Sups
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Phases of The Pilot S
Commercial Universe Col %‘!ﬁ"i";'{,';ﬁ;
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Phases of The PIl _—
Commercial Universe C %‘iﬁ"i":’#ﬁéﬁ;

$

AAA GGG
AA

Patient / Consumer E
Safety

B
D
E
F
G



Phases of The Pilot

Walk Through Requireme

Definition

Data & Product Flow

Standardization

structuring & standard
Message Delivery
(DESADV)

Authentic.
Track e Trace

Validation

& Data to Report

&

Development

Standard Message
Generation
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Authentic.
Track e Trace

State
CABASnHet

Definition of
the network of

Definition of

Synchronizati product portfoliof - pefinition of DefinitiS. Informatia

value susceptible to : messages
(product flow | O" reportand GTIN LocatioNSESl  and NicHE

oand flow review of DESAV

information) electronic
standar

FROMIBISIX | e
CONSTUMER [t R,

SSCC: Serial Shiping Conteiner Code

Consumer Healtheare



. e __o
Phases of The Pilot =
| “~ Authentic.
Electronic Cycles Authenfic.
o 1st Cycle — Catalog Syncronization  2nd Cycle — Purchase Order

PRICAT [Capm Generation
WYEth e

|

Acceso Web

. 3rd Cycle — Shipping Notice Generation * 4th Cycle -Shipping Notice

DESAV
(& Iy
s EXiiTo
Wm Healthcare $Sistema de

Informacion STL ‘

Sletama de trazabllidad n linea

| Sowiware de
Comunicacion
N
STL/
: Slstama cle trazabilidad en linea

Sistema de
Informacién




Phases of The Pilot ===
Electronic Cycles Authentic.

____________________ Transport
i Electronic Invoice |
——————————————————— Operator
—®)
| T
| Recelpt |
. |
> —— PURCHASE ORDER | _Notice |
Sales and

Wyeth Inventories Report )

Gonsumer Healthcare -— (- ————————— |

ey > PRICAT CABAS/él

___________________ I

| Electronic Invoice !




Phases of The Pilot ==
Implementation Steps “~ Authentic.

Track e Trace

Work is

Just to

7th Step: Plan to full implementat’ bogin

1fst step: Pick a candidate process



==

Lessons Learned ~Authentic

Track 2@ Trace

o Standard Report

Traditional ROl cannot help > Leadershlp Support Processes should be reviewed
— Business Case needs to be and redefined to support
prepared Platform Interoperability is the technology and operation
key: product vs. process vs.

systems
Speeds up Data

. Communicatios
Collection

Imperfections are hidden - be
prepared to get a clear picture

Visibility, visibility... about inefficiencies

Use of proof-of-
concept
environment & pilots

Change Mgt

@ Consumer Healthé¢are

Be prepared to data storage
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Authentic.
Track e Trace

Conclusions

,1_

€
Fy
¢

4+ >
@ Tiecsatility

Tisceabililyg Tiacsatility ' Tracsebilily
Partnes 4-O-b Partner 1—@» Parnes <O—> Partner

T T T T T T T T T T T T T s | SETDA,EEQE
! Information Flow b
I “.'_ ______________________________________________ d
] Aviso de

| : i

: Traceable Fhysical Flow ‘ -

| * Item - *

L. .\ N | %F\
Wyeth DC . ,-——‘
y o

« Establish the importance of process Flow Separation: Information Flow
vs Physical Flow, on Phase | : Only Information Flow policies and

processes should be regulated.
@ Consumer Health¢are



Conclusions g e

Authentic.
Track e Trace

 Electronic Data Exchange based on an Standard Report.

 Create an implementation of Despatch Advice XML Format, for the
Global access of the tool.

« Parameter Definition, range & Product characteristics that triggers
processes by Phases of implementation: 1, 2, 3, 4...

« Define Inventory System Control for the Pharmaceutical category. FEFO,
analysis, impacts, ...

e A common and synchronized effort is needed as a result of the
performance of all and each one of the actors in the Value Chain
Including Time, Resources and technological developments as well as an
structured work plan.

@ Consumer Health¢are
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Authentic.
Track e Trace

Conclusions

* An Information Repository of the category like CABASnhet STL is needed. One
of the Problems identified today to do a trace is that there is no Information
Flow that guarantees access to the drug tracing in Real Time . Lack of
_C?mplex Systems |Infrastructure for the storage and management of the
information.

 Accomplishment of a better control of the Drug Distribution Chain adopting
new ways to make easier the identification of forged products and loss
prevention as well as better ways to trace the product.

» Grant access to the information contained in a data base. Assign a unique 1D
for each product during the manufacturing process.

« The Drug Tracing System should be able of Capturing, Store, Process and
Transmit information regarding production, circulation and commercialization
of drugs

@ Consumer Health¢are



The next generati

product
customization &

design differentiation

validation

Labeling
Harward
Software

Maquila

pperational

[

—-——=
—--—

-
-—

———
_——-——
e —-—
I

Physical
Flow >

value capture

*
d
4571193760702

|- \

Monodosis I

bfficiency &

-

supply mfg collaborative logistic
base assets planning network

Ny,

Authentic.
Track e Trace

design for

end 2 end recycling

quality
mgmt

take back

post sales
services e

Social
& environmental
responsibility

assets
optimization

others plastic metal

L1 1

Empaque
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OBRIGADO

LUIS JESUS TAPIAS CARLIER
tapiasl@wyeth.com
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