
The Challenge
In 2013, the Federal Drug Administration 
passed legislation mandating a Unique 
Device Identification (UDI) code on most 
medical devices distributed in the United 
States. Compliance requirements began 
in September 2014. Supported by the 
International Medical Device Regulators 
Forum (IMDRF), the EU and other countries 
are considering similar legislation.

The Videojet Advantage
Videojet offers a range of solutions that 
enable compliance with UDI legislation. The 
Videojet Wolke line of inkjet printers has 
been the standard for applying high quality 
codes on medical device packaging for over 
a decade. Moreover, Videojet has the largest 
installed base of thermal inkjet (TIJ) printers 
in the pharmaceutical industry globally. 
Videojet TIJ printers allow medical device 
packaging to be coded with a range of GS1-
compliant bar codes which also comply with 
UDI legislation. 

Unique Device Identification 

Prior to UDI legislation, variable coding standards for medical device packaging had 
been largely inconsistent across the industry. This made adverse event reporting and 
device tracking inaccurate, cumbersome, and time-consuming. A pressing concern for 
public health and safety, insufficient traceability could potentially cause dangerous 
consequences for consumers. In an effort to improve medical device traceability, the 
FDA passed legislation stipulating a common set of information be conveyed throughout 
the supply chain. In the United States, this standard went into effect for packaging and 
labeling of Class III (life-saving) medical devices on September 24, 2014, with a staged 
roll-out planned for other classes of medical devices through 2018. Similar legislation is 
being considered around the world. 

Under UDI legislation, each medical device must carry a unique device identification 
number and production data (typically batch code, lot number, expiration date or date 
of manufacture). This information must be presented in two formats: human readable 
and machine-readable. Automatic Identification & Data Capture (AIDC) typically 
takes the form of a linear bar code or 2D DataMatrix. Although not specified within the 
legislation, the GS1 2D DataMatrix is frequently selected due to its recognition as an 
industry standard and the space efficiency it offers on already crowded device packages. 
In the example below, three GS1 Application Identifiers (AI) comprise the unique device 
identity: (01) Global Trade Item Number (GTIN), (10) batch code, and (17) expiry date.
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