Summary Statement for Public Meeting on Proposed Rule by FDA Requiring Bar Code Identification on Human Drug and Biologic Products

Recommendations

1. The FDA should require the use of machine-readable symbols on all human drug and biologic products.  Eye-readable representation of significant information should always accompany the machine-readable symbol(s).

2. Rather than require a specific bar code symbology (language), the FDA should mandate that an agreed-upon data structure be encoded for machine reading.

3. Guidelines should be provided to each stakeholder industry group by the FDA which outline the minimum information content of their symbol(s), and the timeline for implementation.  

4. An Auto ID Coordinating Council should be appointed to help resolve implementation issues.  The AIDCC would be made up of volunteers from the disciplines involved in the new requirements, bar code suppliers, and the FDA.  It would be charged with ensuring minimum information requirements are met, that the best technology available is used, and that costs to individual institutions and firms is minimized.
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