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Background & Objectives

LAW 1122, 2007
ARTICLE 34 Literal d)

INVIMA is responsible of ensuring the
identification of medicines at any stage of the
supply chain, from production to the final
consumer, through a marking technology, In
order to prevent counterfeiting, adulteration,

maturity and smuggling.
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Background & Objectives

INVIMA is developing the pilot with the support
of GS1 Colombia, in order to establish if the
technology that we used, is the appropriate one
for the national conditions.

The pilot is based on the application of
international standards in accordance with the
recommendations given by  “Universidad
Nacional’,
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* MEDICINES

To consider: @) nvima |;
+ ACTORS
PRODUCERS
IMPORTERS
GROUP 1 WHOLESALER AND >
RETAIL
R DISTRIBUTORS
GROUP 3 PHARMACEUTICAL
GROUP 4 SERVICES
DRUGSTORE CHAINS
Large Cities
Border towns INSTITUTIONAL
Inaccessible COMMERCIAL N

areas

* GEOGRAPHICAL
ZONES

© 2013 GS1

* DISTRIBUTION
CHANNEL

PROSPERIDAD
PARA TODOS




To develop with healthcare
supply chain actors a

traceability pilot for
pharmaceutical  products
using iInternational

standards, that allows to
know the requirements to
deploy a national
traceability system.
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@1 Specific objectives

v ldentify improvement opportunities in the proceses
related to traceability.

v" Design and validate a traceability model according to
local requirements.

v" Develop a prototype system that can be tested in a
real operation.

v’ Collect learnings and recommendations

v’ Establish the technical and functional requirements to
build the web platform to be used.

v' Recommend a road map for implementation.
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Scope & schedule



@1 Scope

Traceability from shipping in
the Lab to reception at the
pharmacy

Together with the
Inspection process
performed by INVIMA
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@1 Participants @[ wima JiFETEBS

% Wholesalers: Dromayor, Axa,
- EEﬂfEI']] — R — Detal, Copidrogas, Copservir,
UAE - Fondo Nacional de Estupefac:emes .
o de Sy Proteccion Socia Eticos Serrano Gomez,

Colsubsidio, Cafam, y el Fondo

H\W y %Z% Rotatorio Norte de Santander.

lq 1 |1|| salid VITROFARMA S.A.

Tecnoquimicas Bristol-Myers Squibb

\ Hospitals: Asisfarma (2
a Abbott AstraZenecaéz Pharmaceutical Services),
A Promise forLite Clinica Hemato Oncologos,
Clinica Vida, Clinica Stella Maris
y Clinica Offimedicas Norte

,anssen‘ 9 MSD .MERCK

MERCK SHARP & DOHME

AAAAAAAAAAAAAAAAAAAAAAA
OF

Pharmacies: 20 Pharmacies

R h and 13 Independent Drugstores
oche !!TECNOFARMA

©2013 GS1




0
B/quil

Cucuta

Venezuela

v 4 Major Cities
v' 2 Border towns

v" 1 Difficult access
City

5 Ipiales

Ecuador

.

Peru Brazil
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@1 Medicines Involved @[ inima |iEEiwsee

- TRASTUZUMAB
- RITUXIMAB e
- BORTEZOMIB , —R 2l ,, Slim
- DASATINIB =2 s Il st
- INFLIXIMAB Do 34 0 =
- IXABEPILONE T sy [T sicena
- LEVOFLOXACIN e - T
- METOPROLOL 0 s o |
- OXYCODONE B
- METHADONE -
- DICLOFENAC
- SILDENAFIL
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JUNE-AUGUST
2012

Kick Off &
Preparation

confirmation from
each participant

-Gathering information and
requirements

-Design and deployment of
the traceability prototype
platform

©2013 GS1

Schedule @)| Invima | |BECsTERAR

SEPT- NOV-JANUARY FEBRUARY -
OCTOBER 2012 2013 MARCH 2013

Training &
I CU A ssembly

-Develop of protocol
document to participate in
the pilot.

-Installation of printing

Deployment

-Start marking and

software and hardware and Shipping of medicines Analysis of Results
2d barcode readers- involved in the Lab

-Training to all participants  -Start all participants to

about traceability using report to the platform

GS1 Standards and the information about

protocol. receptions and shipping.

-Testing of the prototype
traceability platform



The process & model
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. ' Internet :Fif

Consumer

Retail

Counterfeiter /
Smuggler
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Synchronisation of the Information
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Starting Point @) vima

Required for the pilot

NG

___—7 (01)07612345678900(17)100503

(10)AC345G3(21)234

SERIALIZATION Label TTL 1.25 x 0.5” (1cm x 3.15cm)
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GS1 DataMatrix

An introduction and technical overview of the most advanced
G51 Application ldentifiers compliant symbology

The crucial guideline to define an application standard
according to your sector business needs

@1 Bar(odes @

©2013 GS1

Our guide!
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3TL Consulta de Trazabilidad

* Despacho
Seleccione el eriterio de busqueda e ingrese el valor indicado.

+ Recepcion
+ Productos
+ Consultas
» Comsulta Trazabilidad

Informacion de Producto

Ingrese Lectura de DataMatrix 01076401280141951714053110lot12 31:

GTIN |':I?E|-1CI123EI14195 |
Fecha Vencimiento lote | 140531 |
Lote |-ut123p u |
Serial | 12345 |

Informacion del Producto

[
TR [rcooeo |
— or o [ T

FECHA DE g ; rscLELA R H"}
VENCIMIENTO 5/31/2014 12:00:00 AM r P —

Fa rl ik pua d ksl

DE SCRIPCION HERCEFTIN ® POLVO LIOFILIZADO PARA INFUSION 440 MG legem | I b
MARCA HERCEPTIN o e

FORMA POLVO LIOFILIZADO PARA RECONSTITUIR A SOLUCION
FARMACEUTICA  |[INyg=eyX:TN=
CANTIDAD
CONTENIDA
(R GOELU GG [INVIMA 2010 M-14188-R1 |
CONCENTRACION [} |

CAJA COM 1VIAL DE 50 ML COM 440 MG DE LIOFILIZADO + 1
EEESENLACION WIAL CON 20 ML DE SOLVENTE

=

PRINCIPIO ACTIVO
CANTIDAD
UNIDAD DE MEDIDA

[TRASTUZUMAB

440

MG

 Feona | Factua | Despacho | Orden | Orgen | Destino | Funcion |

Informacion de Trazabilidad

QU20/2012 10:35:24 FM FACpDI DESFPDOO01 FEDE000 ROCHE DROMAYOR Despacho
TRAZABI LI DAD Q/20/2012 10:35:06 PM DROMAYOR Recibo
QU20/2012 11:25:48 PM FACpOD3 DESPDOO2 PEDE0003 DROMAY DR DROGUERIA LIFE Despacho




Acta de Recepcion

Consulia de Facturas. Pusde varificar los |]IDI]I.I{:'II$ amoclados 8 una factura que b= haya aldo despachado pre'.rlamante para realizar el procesd o8 reclbo.

Cbearyaclon: El acta de recapclon solo 8e genera &l ha sldo reciblda el 100% da todos los pmduclna de esta an &l slatema.

Salaccions Origan [eRISTOL MYERS SQUIBE 5.A  [=]
alaccione Factura v Ordan [451580 [=]

[ 4 f _Jert b bl @ [Pagewion]y] E- &

NUMERD DE LA FACTURA REMISORIA: 451520
NUMERD DEL DESPACHO REMISORIA: 2007552532
NUMERD DEL FEDIDD REMISORIA: F008E83822
FECHA DE DE SPACHO: 13212012 03:57:30
FECHA DE RECEPCION: 12152012
NOMERE DEL PROVEEDOR / BRISTOL MYERES SQUIEE 5.A. ! Sin
DIRECCION: Direccion
NOMERE DEL CLIENTE ! DIRECCION: HEMATD OMCOLOGICO S.A. ! Sin Direccion
4 02027250150028 | Z0001850-1 IXEMPRA® 15 POLVD KIT-ESTUCHE 2J00736 5ME/2014 12:00:00 | INVINMA 20020- BRISTOL
MG POLVD LIOF ILIEZADC COM SISTEMA AM 0008025 MYERS
SOLUCION FaRA DE DOS WIALES SQAUIBE 5.A.
INYECTABLE RECOMSTITUIR DE VIDRID
A SOLUCION TIPD |, EL
INYECTAEBLE PRIMERD
COMNTEMNIENDO
EL POLWD CON
[XABEFILOMA
15 MGWIAL Y
EL SEGUMNDO
4 02027250150045 | 200018528-1 IXEMPRA® 45 POLVD A KIT-ESTUCHE 11U 2J00742  3720/2014 12:00:00 | INVIMA 20020- BRISTOL
MG POLVD LIOF ILEZADC COMN SISTEMA AN 0008029 MYERS
FPaRA FPaRs DE DOS WIALES SQAUIBE 5 A,
SOLUCION RECOMSTITUIR DE VIDRID
INYECTABLE A SOLUCION TIPD LEL
INYECTAEBLE PRIMERD

CONTEMIENDO
EL POLWO CON
HABEPILOMA
45 MGWVIAL Y
EL SEGUNDO E



Sanitary
%\ registration
) system

2
i)

Inspection, Surveillance
and Control Model

()

Static

Information:

Data sheet,
sanitary
registration,
brand, brand
owner, etc.
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%

Dynamic
Information:

From, To, Lot,
Expiration date,
serial, etc..

Traceability

@

@) INvIMA

—— e
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Key conclusions & Next
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@1 Figures & Results @[ mvima |iE78e2

v 205 deliveries

v 31.788 units

v' 25 Pharmaceutical Presentations
v 12 Active ingredients

v" 100% Effectiveness of reception
and dispensation at hospitals

v 94% Effectiveness of reception at
wholesalers*

v 84% Effectiveness of reception at
pharmacies*

* Time was not enough to conclude the traceability process

©2013 GS1
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1 Findings (@) nvima | iBRRETE562

@

v There was total acceptance from the headquarters of
the Labs involved in the project.

v" The model matches with Lab brands protecting systems.

v The proposed system enables us to accomplish
regulations such as the Technical Reception Document

v The platform allowed us to identify the interchange of a
medicine between 2 hospitals, it should be considered
by the model to be implemented.

©2013 GS1



1 Findings @) invima JiERTE82

@

v Using GS1 eCom messages as DESADV and RECADV, will
facilitate the implementation of the model proposed.

v" Not only does the system need to use GTIN to identify medicines,
but also the GLN to identify the locations

v The POS system at pharmacies must be synchronised with the
traceability system.

©2013 GS1



@1 Key Conclusions @) Invima | (ERREEEIRAR

- All participants agree to use the GS1 Datamatrix Code
to implement the traceabllity system

- Serialization: helps to detect issues with the origin and
exact destination of the pharmaceutical products, but it
will be implemented gradually starting with high cost
and specifically controlled medicines.

 Direct marking on the product implies reviewing the
speed of the production line, packaging material and
costs for all actors.

29
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- Considering the results of the pilot, INVIMA will write a
regulation proposal to the Healthcare Ministry on the 4Q
of 2013

- To start a stage with manufacturers and distributors to
size the capacity and costs to deployment the
traceability system

30
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Leonel Pava

Communities Development Manager

GS1 Colombia

Avda. El Dorado 70 - 16
T +57 14270999
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