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Good afternoon.  I am Bruce Wray, Director of Marketing at Computype, Inc., a supplier of bar code labels, label printing systems, scanners and software serving the blood, plasma, and general laboratory markets since the mid-1970s.

It was my privilege back in October of 1989 at a meeting in The Netherlands to recommend to the international blood bank community that they switch the standard blood bank symbology from Codabar to Code 128.  They adopted that suggestion and the result was ISBT 128, a formal specification for the identification of human blood and blood products now being adopted throughout Europe, but largely being ignored here in the US.

What did we learn as we developed this new specification?  Several important things:


First, the statement “If you build it, they will come” sounds great in the movies, but isn’t true in real life.  It would be more accurate to say,  “If the law requires it, they will come.”  Or, “If they can’t compete without it, they will come.”  Simply having a well-written and thorough specification available does not guarantee its adoption. 


Second, we learned that technology is advancing today faster than most formal groups can make decisions about its use.


Third, we confirmed what everyone already knows—bar codes reduce errors: they are fast, accurate, and easy to use.  The case for the use of bar codes or other means of automatic identification is a compelling one.


Fourth, and most importantly in my view, we learned the importance of formally agreed-upon data structures as opposed to symbology standards.

The approach we used in the development of ISBT 128 was an effective one.  It involved the cooperation of all the stakeholders: blood banks, transfusion services, hospitals, software providers, instrument suppliers, the bar code community, and the FDA.  The only thing we lacked was the regulatory impetus for the change to be made.

Based on what we learned during the development of ISBT 128, we make the following four recommendations to the industry and to the FDA:

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. Where existing standards are available, such as ISBT 128, their use should be required.

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

4. An Auto ID Coordinating Council, perhaps made up of some of the organizations represented here today, 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, with maintenance of databases and assignment of code structures, that the best technology available is used, and that costs to individual institutions is minimized.

Thank you.

