
EMD Serono is a long-standing leader in 
ensuring product integrity and patient 
safety. In advance of requirements set 
forth in new legislation from the U.S. 
Food and Drug Administration (FDA), we 
have serialized all of our major brands in 
the U.S. to help patients and physicians 
authenticate these medicines.

The Issue of Counterfeit Medicines  

Counterfeit medicines are an increasing problem in 
industrialized countries such as the Unites States, affecting 
approximately 38 million prescriptions each year.1 EMD 
Serono’s exposure to counterfeiting has been limited, and we 
are taking steps to ensure that it stays that way.

FDA Legislation 

As part of the Drug Quality and Security Act, which 
was enacted in November 2013, the U.S. Food and Drug 
Administration (FDA) has mandated that by January 
2015, all U.S. pharmaceutical product manufacturers 
capture the transaction history and lot level movement 
of pharmaceutical products through the supply chain and 
store the information for at least six years. By November 
2017, that information must be available electronically, and 
the product identifier (serial number) must be affixed or 
imprinted on the label at the unit level.2 

Read on to see a timeline of serialization milestones,  
and how EMD Serono is pioneering serialization advocacy 
and action.

About EMD Serono

EMD Serono, a subsidiary of Merck KGaA, Darmstadt, 
Germany, is a leading US biopharmaceutical company 
focused exclusively on specialty care. For more than 40 
years, EMD Serono has integrated cutting-edge science, 
innovative products and devices, and industry-leading 
patient support and access programs. EMD Serono has deep 
expertise in neurology, fertility and endocrinology, as well 
as a robust pipeline of potential therapies in neurology, 
oncology, immunology and immuno-oncology. Today, EMD 
Serono has more than 1,100 employees around the country 
with commercial, clinical and research operations based in 
the company’s home state of Massachusetts.

For more information, please visit www.emdserono.com 
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2002

EMD Serono implemented the Secure Distribution Program (SDP), its first secure distribution program 
for Serostim® [somatropin (rDNA origin) for injection]

2004
Upon the California Board of Pharmacy’s proposal for serialization legislation, EMD Serono began to 
work on a track and trace solution.3

2007

EMD Serono launched overall track and trace solution, including: 

 – development of a packaging solution to accommodate the serial number and 2D DataMatrix bar code; 

 – development of an event tracking system; 

 – integration of the pedigree with license verification and validation; 

 – integration of the pedigree with third-party logistics and distribution vendors; and, 

 – identification of a pedigree vendor and development of the pedigree solution to tie together all  
other elements.

2013

The FDA’s Drug Quality and Security Act created a uniform, national standard for tracing 
pharmaceuticals through the supply chain1

December 2014

EMD Serono announces that it has serialized all of its major brands and launches Check My Meds™, 
smartphone application to verify the authenticity of medication, in advance of FDA legislation deadlines 

January 2015
Deadline for all U.S. pharmaceutical product manufacturers to capture the transaction history and lot 
level movement of pharmaceutical products through the supply chain and store the information for at 
least six years1

November 2017

Deadline for all U.S. pharmaceutical product manufacturers to make information available electronically, 
and ensure the product identifier (serial number) is affixed or imprinted on the label at the unit level1

Key Product Validation Milestones
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