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Background & Objectives

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.

LAW 1122, 2007

ARTICLE 34 Literal d)
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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”,

Background & Objectives
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• DISTRIBUTION 
CHANNEL
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• ACTORS• MEDICINES
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RETAIL 
DISTRIBUTORS 

PHARMACEUTICAL 
SERVICES
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INSTITUTIONAL

COMMERCIAL

• Large Cities

• Border towns

• Inaccessible 
areas

To consider:
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To develop with healthcare
supply chain actors a
traceability pilot for
pharmaceutical products
using international
standards, that allows to
know the requirements to
deploy a national
traceability system.
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Specific objectives

� Identify improvement opportunities in the proceses
related to traceability.

� Design and validate a traceability model according to 

local requirements.

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

� Collect learnings and recommendations

� Establish the technical and functional requirements to 

build the web platform to be used.

� Recommend a road map for implementation.



Scope & schedule
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Scope

Traceability from shipping in 
the Lab to reception at the 

pharmacy

Together with the 
inspection process 
performed by INVIMA
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Wholesalers: Dromayor, Axa, 
Detal, Copidrogas, Copservir, 

Eticos Serrano Gomez, 
Colsubsidio, Cafam, y el Fondo 
Rotatorio Norte de Santander.

Hospitals: Asisfarma (2 

Pharmaceutical Services), 
Clinica Hemato Oncologos, 

Clinica Vida, Clinica Stella Maris 

y Clinica Offimedicas Norte

Pharmacies: 20 Pharmacies 
and 13 Independent Drugstores

Participants
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Ipiales

Cúcuta

Ecuador

Perú

VenezuelaPanamá

Bogotá

Medellín

Brazil

Cali

B/quilla

Yopal

� 4 Major Cities

� 2 Border towns 

� 1 Difficult access 

City
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Medicines Involved

• TRASTUZUMAB

• RITUXIMAB

• BORTEZOMIB

• DASATINIB

• INFLIXIMAB

• IXABEPILONE

• LEVOFLOXACIN

• METOPROLOL

• OXYCODONE

• METHADONE

• DICLOFENAC

• SILDENAFIL
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Kick Off & 
Preparation

-Call to action and
confirmation from

each participant

-Gathering information and
requirements

-Design and deployment of
the traceability prototype
platform

Training & 
Assembly

-Develop of protocol 
document to participate in 
the pilot.

-Installation of printing 
software and hardware and 
2d barcode readers-

-Training to all participants 
about traceability using 
GS1 Standards and the 
protocol.

-Testing of the prototype 
traceability platform

Deployment

-Start marking and 
shipping of medicines 
involved in  the Lab

-Start all participants to 
report to the platform 
information about 
receptions and shipping.

Analysis of Results

JUNE-AUGUST 
2012

SEPT-
OCTOBER 2012

NOV-JANUARY 
2013

FEBRUARY –
MARCH 2013

Schedule



The process & model
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Unique
Identification

and Automatic
Data Capture

Standarized
record, and 

Synchronisation

Communication
of the Information

Wholesalers

Patient

Hospital

Retail

Consumer

Internet

Counterfeiter / 
Smuggler

1 2 3

Manufacturer / 
Importer
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(01) GTIN

(17) Expiration date

(10) Batch / Lot
(21) Serial

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

Required for the pilot

Starting Point
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Our guide!
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TRAZABILIDAD
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Traceability
System

Sanitary
registration

system

Static
Information:

Data sheet, 

sanitary

registration, 

brand, brand

owner, etc.

Dynamic
Information:

From, To, Lot, 

Expiration date, 

serial, etc..

Inspection, Surveillance
and Control Model





Key conclusions & Next 
steps
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Figures & Results

� 205 deliveries

� 31.788 units

� 25 Pharmaceutical Presentations

� 12 Active ingredients

� 100% Effectiveness of reception 
and dispensation at hospitals

� 94% Effectiveness of reception at 
wholesalers*

� 84% Effectiveness of reception at 
pharmacies*

* Time was not enough to conclude the traceability process 
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Findings

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

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

� The model matches with Lab brands protecting systems.

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

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

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

� Not only does the system need to use GTIN to identify medicines,
but also the GLN to identify the locations
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Key Conclusions

29

• All participants agree to use the GS1 Datamatrix Code
to implement the traceability 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.
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Next Steps

30

- 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
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