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Proposed Rule:  Bar Code Label Requirement for Human Drug Products and Blood
Response from Printronix, Inc.

Printronix Background, and Presence in the Industry

Printronix has been a supplier of Automatic Identification and Data Capture equipment since 1974.  In addition, Printronix has participated in the development, review, and implementation of various bar code symbolgy specifications (including RSS) and is involved in several user action groups.


Because of the expertise Printronix has in the areas of bar code printing and verification, we have chosen to comment on selected questions in Section VIII, Request for Comments that are of a technical nature. 

Q6. Additional information regarding bar code scanning technology and the ability of bar code scanners to read different symbologies.

Printronix would like to provide information on an important bar code scanning technology, namely verification equipment. Much of the following information is a summary of that found in “Barcode Quality Control  - Why Verification,” AIM Inc. 1993, revised 1999.

Millions of bar code labels are currently printed each day using a wide variety of printing technologies, software and printing substrate combinations.  Numerous problems are created when a product label does not scan or when bad data results from the scan.  This can happen when bar code labels are not verified after printing and before they enter the automatic data collection process.

To verify a bar code means to test the accuracy and quality of a symbol in comparison to a standard.  National and international print quality standards already exist for bar codes which set forth metrics for determining bar code quality, and ultimately, assuring scanability at point of use.

Unfortunately, poor bar code quality is not an uncommon problem. This phenomenon is well documented and is evidenced by large fines levied by many members of the supply chain against their trading partners for bar codes that fail to scan.  The reasons for bar codes failing to scan can depend on several factors, including: Symbol encoding pattern; Check Digit calculation; Bar and Space dimensions and tolerances; allowable ratios of wide to narrow elements; and print contrast.  Furthermore, because of the complex interaction of many factors, no printing technology or process in use today is immune from creating poor quality or inaccurate bar codes.

In view of the above, an industry or association that deems it important enough to control product handling and quality through utilization of bar codes, must also require a quality assurance step to ensure that the bar codes all adhere to industry  specifications.

Verification technology exists to ensure high grade bar code symbols and data quality, and is an important bridge between printing and scanning.  Verification equipment and software are commercially available to assure the quality of printed symbols, assure the data content quality, and electronically audit those quality measurements – thus fulfilling all aspects of the verification process.

Finally, as stated in the “Why Verify” article, “it is important to distinguish between Scanning and Verifying, as the terms are often erroneously used interchangeably.  Scanning is machine recognition of data encoded in a bar code symbol.  Verification includes 1) decoding the bar code symbol, 2) measuring key (quality) aspects of the symbol as defined by the symbol specification, and 3) Visual inspection to ensure proper layout.”

We encourage the FDA to address bar code quality within its ruling and encourage the verification of printed bar codes, and the verification process in general.  Verification is particularly important for mission critical applications, and clearly healthcare applications are mission critical.

Q7. Whether the rule should adopt a different format (whether that format is a symbology, standard, or other technology), considering the following issues:

· Will hospitals be able to read or use the symbol, standard, or technology, either with existing equipment or equipment under development? 

To further ensure that hospitals will be able to read the bar codes, manufacturers should be encouraged to have procedures in place that include measuring bar code quality per the above discussion. 

The above responses have been endorsed by Andy Chapman, Senior VP Engineering, CTO, Printronix Inc.
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