
Definitions:

Serialization:  Process of assigning 
a unique identification number to the 
lowest saleable unit or immediate 
container. 

Pedigree:Pedigree:  Electronic record       
containing information regarding 
each transaction resulting in a 
change of ownership of a drug.



Background:  Serialization Requirements
In 2008, California passed legislation (SB1307: Ridley-Thomas, Chapter 713) that requires 
pharmaceutical companies to implement Pedigree systems.  Pedigree is an electronic system 
that tracks the origin and supply history of a drug.  The intent is to protect consumers from 
counterfeit drugs and contaminated medicine.  

On November 27, 2013, the Drug Quality and Security Act (DQSA), was enacted by Congress. 
Title II of DQSA, the Drug Supply Chain Security Act (DSCSA), outlines requirements for drug 
manufacturers, repackagers, wholesale distributors, dispensers, and third-party logistics 
providers (trading partners). Some requirements began in November 2014 and several key 
requirements began at various stages in 2015. The requirements, development of standards, 
and the system for product tracing under the DSCSA will continue to be phased in until 2023.

Since then, several other countries have issued their own serialization requirements.  With the 
exception of China, all countries are following the GS1 standard.  A number of countries have 
set different “go live” dates for these requirements, with some of them already online
(e.g., Korea, Saudi Arabia) and others following soon (such as the EU in 2019).

Our Approach

Baxter systems follow GS1 and EPCIS 
standards to manage serialization and 
communicate Pedigree data.

Our EPCIS system will be able to 
communicate with your system to 
help ensure the proper information 
exchange.
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