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August 9, 2002

Mary C. Gross

FDA (Food and Drug Administration) 
Office of Drug Safety
5600 Fisher, Ln., Rm. 15B-32

Rockville, MD 20857

Ms. Mary C. Gross:

I would like to comment on the Food and Drug Administration (FDA) initiatives for developing a regulation on barcode labeling.
I represented Barcode Industrial Systems at the FDA’s public hearing, in Bathesda, MD., on July 26, 2002.  Barcode Industrial Systems is a solutions provider for the automatic data capture industry.  We have been developing applications and solving bar-coding and data collection problems for over ten years.
We are asking the FDA to strongly consider the following recommendations:

1. Regulating Data File Structures:  Data File Structures will be a key element for transmitting and communicating accurate data across multiple enterprise and systems.  The Uniform Code Council (UCC) and other standards organizations have a long history and data to illustrate the importance of regulating the use of data file structures and connectivity tools for developers, such as; XML, ODBC, ASCII, etc…
2. 1D and 2D Barcodes:  The regulation must include both Linear (1D) and Two Dimensional (2D) barcodes.  Some applications, such as bed side care, will be more efficient and accurate to implement 2D barcode data collection standards.  Other applications, such as shipping and retails point-of-sale, will be more efficient and economical to adapt 1D barcode data collection standards because it crosses with other well established industry standards.
3. Hardware Recommendations:  The FDA should not recommend specific hardware technologies.  Systems Integrators and Application Solution Providers like, Barcode Industrial Systems, and many others will help the industry adapt to the new regulations. There are many ways to print and scan barcode using existing technologies.  The data collection processes, however, may be different based on unique business processes.  Therefore, no matter how data is collected, the data file structures must be regulated to ensure data connectivity in the healthcare industry.
Thank you for accepting these comments.  If you have any question, or if there is anything we can do to support the FDA, please let me know.
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Juan Merchan
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