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June 11, 2003






Contact:  Joe Cranston, ext. 4554
Dockets Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD  20852

RE:
Bar Code Label Requirement for Human Drug Products and Blood 

[Docket No. 02N-0204]
On behalf of the American Medical Association (AMA), I am pleased to offer comments on the Food and Drug Administration’s (FDA) proposed rule to require bar codes on certain human drug and biological product labels, and to require “encoded information that is machine-readable” on blood and blood component container labels [Federal Register.  2003; 68(50):12500-12534].  

The AMA commends the FDA for issuing this proposed rule.  Consistent with its comments at the FDA’s July 26, 2002 Public Meeting on this subject, the AMA supports the creation and implementation of a national machine-readable coding (bar coding) system for prescription drug and biological products, including vaccines, and certain over-the-counter (OTC) drug products as a means to improve patient safety.  The incorporation of scannable bar codes that meet the Uniform Code Council’s UCC/EAN standard on the “immediate container labels” of medications is an essential first step to ensure that the right drug and dose are administered to the correct patient.  For similar reasons, the AMA also supports bar codes that meet the ISBT-128 standard on labels containing blood and blood components intended for transfusion.

In Section VIII of its proposed rule (p. 12529), the FDA requested comments on 12 specific issues identified in its description of the proposed rule.  The AMA is a member of the National Alliance for Health Information Technology (NAHIT) and participated on NAHIT’s Bar Code Working Group.  The AMA’s position on each of the 12 issues is consistent with the NAHIT Comment letter (see attachment).

In agreeing with the NAHIT Comment letter, the AMA believes there are four points that deserve particular emphasis.  First, the FDA should balance the need to put a bar code system into place as soon as possible with the desire to include the lot number and expiration date in the bar code.  In that regard, the AMA believes the NAHIT comments on Questions #4 and #9 in the attached document provide the right balance.  A bar code label encoded with the NDC number should be required two months and no later than three years after the effective date of the final rule for new drug products and existing drug products, respectively.  Inclusion of the lot number and expiration date should be phased in over five years as outlined in NAHIT’s response to Question #4.

Second, the FDA should balance the needs of hospitals that must invest in bar code scanners with the desire to not stifle further innovation in bar code technology.  The AMA believes the NAHIT responses to Questions #5, #6, and #7 in the attached document achieve the appropriate balance.  In particular, the AMA supports the NAHIT recommendation that the FDA require that the bar code used for drug and biological products meet the Uniform Code Council’s UCC/EAN standard, but that the final rule not reference a particular format, such as linear bar codes.  This should provide the necessary flexibility in the final rule to encourage the adoption of improved auto identification technology as it develops, but not have an adverse economic impact on hospitals.

Third, the AMA agrees with the NAHIT  response to Question #2 that vaccines should be required to have bar codes, and that inclusion of the lot number and expiration date is especially important for these products.  However, the AMA is concerned about vaccine shortages that have been caused, in part, by too few manufacturers producing vaccines because of their low profitability.  Therefore, the AMA urges the FDA to consider the need to maintain an adequate vaccine supply as it mandates an implementation timeframe for vaccine products. 

Fourth, the AMA supports the NAHIT response to Question #10, i.e., the FDA should require that the ISBT-128 standard be used for the bar coding of blood and blood components intended for transfusion.  The ISBT-128 standard captures additional and more complex information regarding the identification and content of blood and blood products on the label when compared to “ABC Codabar.”  Thus, implementation of this bar code standard in the United States should increase the safety of our blood supply.

In conclusion, the implementation of a national system for bar coding of commercially available drug and biological products, using the Uniform Code Council’s UCC/EAN standard, should improve patient safety by reducing medication errors.  Similarly, bar codes on the labels of products containing blood or blood components intended for transfusion, using the ISBT-128 standard, should increase the safety of our nation’s blood supply.  Therefore, the AMA urges the FDA to quickly move forward with a final rule on bar coding that incorporates NAHIT’s recommendations.  

Sincerely,


Michael D. Maves, MD, MBA

Attachment

