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AdvaMed and its members are committed to the voluntary use of industry-approved automatic identification for medical devices, specifically where it is economically and technically feasible, and where it is clinically practical.  

Use of the term “automatic identification” is carefully chosen.  Although the proposed regulation refers to “bar coding” on drugs and biologics, bar codes are only but way to auto-identify.  We all recognize traditional linear “bar codes” from retail packages, but there are a variety of other configurations. Also, there is growing use of radio frequency technology, which can’t be seen but relies on an imbedded chip.   All these technologies can use various data structures under the Universal Product Numbering system, and most modern scanning technology can read them all.   Clearly, these technologies will continue to evolve; and what is “state of the art” today may be obsolete tomorrow.  It is important to understand this issue as one of “automatic identification” rather than “bar coding,” which could inappropriately lock industry into one standard, one coding language, or one technology.  

AdvaMed is concerned that the proposal for FDA to require bar coding on all medical devices falls short of the needs of a heterogeneous industry.  Medical devices come in all sizes.  They may be packaged individually, or by the hundreds.  They are made from a wide range of materials requiring various sterilization and storage needs.  They may be used once, or multiple times.  Many are likely to be used for more than one type of procedure.  Some devices are combination products – part device, part drug or biologic.  

AdvaMed encourages all stakeholders to see the unique characteristics of medical device design and usage as significantly different from drugs and biologics – particularly in light of the agency’s interest in exploring whether auto-identification of devices can improve patient safety.

AdvaMed recommends that FDA not include devices in its forthcoming rule on bar coding for drugs and biologics, and that any consideration of auto-ID for devices be addressed separately.

