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Reduce device related medical errors - identify compatibility and interoperability issues:
* right device for right patient (latex allergy)
» right accessory for right device
*  MRI compatibility

Improve identification of specific device in adverse event reports and provide more “denominator” data
Facilitate more effective device recalls — identify and locate recalled devices in a timely fashion
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September 27, 2007, the FDAAA signed into law:

* The Secretary shall promulgate regulations establishing a unique device identification system
for medical devices requiring the label of devices to bear a unique identifier, unless the
Secretary requires an alternative placement or provides an exception for a particular device
or type of device. The unique identifier shall adequately identify the device through
distribution and use, and may include information on the lot or serial number.
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Establish a unique device identification system:

« Requires that the label of devices bear a unique identifier [‘Label” is defined as “...a
display of written, printed, or graphic matter upon the immediate container of any article.”];

« Allows FDA to describe an alternative placement (e.g., on the device itself or its packaging)
for a particular device or device type;
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