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June 12 2003

Dockets Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD  20852

Re:  
FDA Docket Number 02N-0204:  Proposed Rule, Bar Code Label Requirement for Human Drug Products and Blood

Dear Docket Officer: 

On March 14, 2003 the Food and Drug Administration published in the Federal Register a proposed rule entitled “Bar Code Label Requirement for Human Drug Products and Blood.”   America’s Blood Centers (ABC) would like to take this opportunity to submit our comments.  Saving and sustaining lives is the mission of the community blood centers we represent, who provide nearly half of the US volunteer donor blood supply.  

ABC agrees that a requirement for machine-readable labeling would help reduce the number of errors in hospitals and other healthcare professional settings.  Medication errors represent many of the deaths of the patients in healthcare organizations, and hemolytic reactions are the most common cause of death associated with transfusion reported to the FDA.  The latter are most commonly attributed to misidentification of pre-transfusion blood samples or of the prospective recipient of blood components at the bedside.   

For over 20 years, blood centers and many hospitals have used a barcoding system (employing the Codabar symbol) to track blood donations from the blood donor to the hospital.  Unfortunately, few hospitals implemented the next phase of systems to track the blood from the hospital blood bank to the patient receiving the transfusion. The result is at least 15 preventable deaths a year reported to FDA from incompatible transfusions at the hospital level.  

For all the public’s focus on transfusion-related infections, such mix-ups at hospitals are the single greatest cause of death today related to blood transfusions.  Indeed, a British study of a few years ago showed that official death reports from patients getting the wrong blood was likely just the “tip of the iceberg” in terms of fatal blood-related errors.
  Most such errors actually go unreported (and undetected) because patients receiving blood are very ill and the complications of a blood mix-up may be difficult recognize during a massive bleeding episode, in a patient under anesthesia, or among a patient’s other underlying conditions.

ABC strongly supports FDA’s proposal to require the use of “machine-readable information” approved by the director of the Center for Biologics Evaluation and Research (CBER) for blood and blood components.  While we believe that it is inappropriate for the final rule to mandate a specific symbology—because this would require new rulemaking each time the technology changed or a new symbology became available—it is imperative that a single standard be required (via implementing guidance) for all blood and blood components.  You received a letter dated April 16, 2003, from Donald Doddridge, Chairman of the Board of Directors of International Committee on Commonality in Blood Banking Automation (ICCBBA).  ABC supports that letter and ICCBBA’s recommendations for the use of ISBT 128 to comply with these rules for labeling and tracking blood and blood components.  

Several years ago ISBT 128 was developed as a “next generation” coding system using Code 128 as the symbol with many coding features to better and more securely track any unit of blood in the US (and indeed, the world) from any donor to any patient.  The designation “ISBT 128” represents the global acceptance of this coding scheme by the International Society of Blood Transfusion.  Code 128 was adopted as the preferred symbology because it is a more flexible, secure and widely used bar code than Codabar.  In reality, the actual bar code used is not as important as the underlying information in the coding system that permits tracking the lot (donation number), manufacturer’s FDA (or other national) license number, country code and information about the blood group, product type, any modifications, special information, and dosage.  

Most importantly, we understand from many software manufacturers developing systems for hospital use that ISBT 128 coding is already or could easily be incorporated in their software systems.  Further, the ISBT 128 coding system could be easily compatible with whatever other barcoding system is implemented to track drugs from the manufacturer and hospital pharmacy to the patient bedside.  Software systems developed for blood centers and many hospital blood banks in the US already are “ISBT 128-ready” and implementation of the ISBT 128 system will start this year.  

In summary, ABC strongly recommends that the FDA mandate a uniform standard for labeling blood components and that ISBT 128 should be that standard.  

Thank you for the opportunity to comment on the proposed rule.   If you have any questions, please contact ABC’s CEO, Jim MacPherson.

Sincerely,
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Louis Katz, MD

President










� Serious Hazards of Transfusion Steering Group, Serious Hazards of Transfusion, Annual Report, 2000 – 2001, April 29, 2002.  � HYPERLINK "http://www.shot.demon.co.uk/Report%2000-01.doc" ��http://www.shot.demon.co.uk/Report%2000-01.doc�








