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Introduction
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Panelists:
• Chaired by Senthil Rajaratnam, Affiliate Relations Leader, Global Serialization 

Program, Eli Lilly and Company, USA
• Mr. Bhaskar Dey, Associate Director, Logistics & Exports at Abbott Healthcare, 

India
• Mr. Scott Mooney, Vice President Distribution Operations Supply Chain 

Assurance, McKesson Pharmaceuticals, USA
• Mr. Phill Marley, Product Security Advocacy Lead, AstraZeneca, UK
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Setting the stage for the discussion

• Key drivers for traceability regulations

• Global Serialization and Traceability Landscape

• Traceability models

• Best practices
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Key drivers for traceability regulations
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What issue is being addressed?

Drivers

Supply Chain 
Visibility and 

Efficiency

Product 
Protection & 

Patient 
Safety

Recall 
Improvement

Returns, Shipment 
accuracy and 

efficiency

Reimbursement:
Improve payment 

monitoring and prevent 
reimbursement fraud

Key Drivers for developing traceability regulation
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Global Serialization and Traceability Landscape
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Global Serialization Implementation

currently in effect future implementation

Brazil
Apr 1, 2022

local sticker

Egypt
June 2018

Jordan
July 1, 2018

European Union*
Feb 9, 2019

Oman
Dec 31, 
2017

Lebanon
Jun 1, 2018

Qatar
Jan 1, 2018

Russia
Jan 2020

Argentina
Jan 2012

U.S.
Nov 27, 2017

Serbia
Local Stickering

Albania
Local Stickering

Iran
Local Stickering

China
Dec 2015

India
Exports – April 2016
Domestic – TBD

Saudi Arabia
Mar 12, 2017

South Korea
Dec 2015

Turkey
Jan 2012

UAE
Jul 1, 2017

Pakistan
Jul 1, 2017

Bahrain
Dec 31, 2019

http://www.google.com/imgres?imgurl=http://www.mapsofworld.com/images/world-countries-flags/jordan-flag.gif&imgrefurl=http://www.mapsofworld.com/flags/jordan-flag.html&usg=__7BO0akPT_gNQQ9Tq-Sm4ScpglNg=&h=265&w=390&sz=7&hl=en&start=1&sig2=vxfjJrMVAegxNzDynLrUUA&zoom=1&tbnid=Dt6S-uwI-sOL7M:&tbnh=84&tbnw=123&ei=GIQOUqbhEcSwyQHfr4HgBw&prev=/search?q=jordan+flag&safe=active&hl=en&gbv=2&tbm=isch&itbs=1&sa=X&ved=0CCwQrQMwAA
https://www.google.com/url?sa=i&rct=j&q=&esrc=s&source=imgres&cd=&cad=rja&uact=8&ved=0ahUKEwjbgJmHpt3QAhUBbCYKHVlMB8YQjRwIBw&url=https://en.wikipedia.org/wiki/Oman&psig=AFQjCNEgUSiJNDNJxvXcXNlMWW6ztgzNCw&ust=1481035697138780
http://en.wikipedia.org/wiki/File:Flag_of_Serbia.svg
http://en.wikipedia.org/wiki/File:Flag_of_Albania.svg
http://www.google.com/imgres?imgurl=http://www.worldatlas.com/webimage/flags/countrys/zzzflags/salarge.gif&imgrefurl=http://www.worldatlas.com/webimage/flags/countrys/mideast/saudiarb.htm&usg=__Sr3XkUGX0DXMoYqvTqQmwL_eqo4=&h=267&w=400&sz=13&hl=en&start=1&sig2=ppZgMoPtRoMYmAOG3EZZFg&zoom=1&tbnid=2vuNp8s5KhS3cM:&tbnh=83&tbnw=124&ei=RoQOUo2MNKazyAHnzIGwCQ&prev=/search?q=saudi+arabia+flag&safe=active&hl=en&gbv=2&tbm=isch&itbs=1&sa=X&ved=0CCwQrQMwAA
http://www.google.com/url?sa=i&source=imgres&cd=&cad=rja&uact=8&ved=0CAgQjRxqFQoTCNfA5rjjj8gCFQROkgodlBgB_g&url=http://en.wikipedia.org/wiki/Pakistan&psig=AFQjCNGfefE1UJHI_d7oYOpwQl6Olp5s7A&ust=1443187746000790
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Traceability models
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Manufacturer Wholesaler Distributor Pharmacist Patient

EU HUB

1) MAH reports 
commissioned 
serial numbers 
to the EU hub

2) EU Hub Routes 
Data to the 
National 
Databases

Authenticate Number at 
Dispensing
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Note: There is no tracing of 
movement throughout the supply 
chain in this model except for 
certain verification and 
decommissioning scenarios.

Successfully 
authenticated serial 
numbers are then 

flagged as dispensed 
(decommissioned)

This model has 
been adopted 
in EU, 
implemented 
via the 
Falsified 
Medicines 
Directive 
Delegated 
Regulation

Point of Dispensing Verification

9
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Manufacturer Wholesaler Distributor Pharmacist Patient

1) Manufacturer 
reports 
commissioned 
serial numbers to 
the national 
system

2) Each downstream 
supply chain 
entity reports 
their movement of 
serial numbers

1) Pharmacies report 
serial numbers 
received

2) Patients may 
(country 
dependent) self-
verify serial 
numbers
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This model has been adopted in Turkey, Argentina, South Korea, China, Saudi Arabia and Russia

Full Track and Trace

10
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Best Practices
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Best Practices for Traceability Requirements
Identify:

The following are the most common data elements required to be included on the product package/label:

 GTIN – Global Trade Item Number

 Serial number

 Batch

 Expiry date

Capture:

 GS1 2D Datamatrix at the saleable unit

 GS1 128 linear barcode on the cases (shipper box)

Important: The order of printing and the order of encoding the above four data elements should not be 
mandated in the regulatory requirements.  The GS1 standards provides flexibility to print and encode in 
any orders.  The systems that are built on GS1 standard should be able to scan and read the data that is 
encoded in the barcode in any order.

GS1 128 barcode
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Best Practices for Traceability Requirements

Packaging Level where serialization is applied

 Serialization starts at the “smallest saleable unit”.  This is usually the carton that holds the primary package 
(or it could be the primary package if that is the smallest saleable unit).  Smallest saleable unit is the 
lowest packaging unit that a manufacturer can sell to a pharmacy. 

Serialization needs to be applied to primary package only if the primary 
package is sold as the smallest saleable unit.
Important: Primary package serialization is extremely complex and 
expensive to implement.
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Panel Discussion
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