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July 12, 2002

VIA FACSIMILE:  301/443-9664
Mary C. Gross

Office of Drug Safety

Center for Drug Evaluation and Research

U.S. Food and Drug Administration

5600 Fishers Lane, Room 15B-32

Rockville, Maryland  20857 

RE:  Docket Number 02N-0204 (“Bar Code Label Requirements for Human Drug Products; Notice of Public Meeting”)
Dear Ms. Gross:
Attached please find a copy of the brief statement I intend to make on behalf of the Healthcare Compliance Packaging Council (HCPC) during the July 26 FDA public meeting on Bar Code Label Requirements for Human Drug Products.  Please contact me should you have any questions or need additional information regarding the attached.  

Thank you. 






Sincerely,
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Peter G. Mayberry  






Executive Director


Statement of:
Peter G. Mayberry

Executive Director

Healthcare Compliance Packaging Council

FDA Public Meeting on Bar Code Label Requirements for Human Drug Products

July 26, 2002

National Institutes of Health

Bethesda, Maryland
Greetings.  My name is Peter Mayberry and I am here today on behalf of the Healthcare Compliance Packaging Council.  The HCPC is a not-for-profit trade association founded in 1990 to promote the many benefits of unit dose blister and strip packaging.  HCPC members include companies involved in the manufacture of pharmaceutical films, foils, and paperboard used in the production of unit dose blister and strip packaging used with prescription drugs, OTC medications, and dietary supplements.  HCPC members also include blister packaging machinery manufacturers as well as contract packaging firms and commercial repackaging companies that specialize in providing healthcare products in unit dose formats.  For more information about the HCPC, I invite you to visit our website at www.unitdose.org.  

Unit dose formats are widely used in hospitals and other in-patient settings as a means of ensuring that the right medications are dispensed to the right patient at the right time and in the right amount, and I am here today to share our views on the questions raised in FDA’s June 18 Federal Register notice.  In the interest of time, however, I will limit my oral comments to the single most important point that the HCPC wishes to address today, and provide a more detailed list of answers to the Agency’s questions in the form of written responses appended to this statement.   

My primary point today, therefore, is that the HCPC strongly supports FDA efforts to require the use of barcodes for medications dispensed in in-patient settings as a means of reducing hospital medication errors, but we draw your attention to the fact that the Institutes of Medicine (IoM) recommendation on which this effort is largely based also calls for use of unit dose packaging as a critical factor in preventing medication errors.  

Specifically, on pages 166-167 of the 1999 report “To Err is Human:  Building a Safer Health System,” IoM notes that:  “If medications are not packaged in single doses by the manufacturer, they should be prepared in unit doses by the central pharmacy.”  The report justifies this recommendation by noting that “Unit dosing…reduces handling as well as the chance of calculation and mixing errors.”  But the IoM also sounded an ominous alert in this section of the report by pointing out that “Unit dosing was a major systems change that significantly reduced dosing errors when it was introduced more than 20 years ago…unfortunately some hospitals have recently returned to bulk dosing [as a cost-cutting measure], which means that an increase in dosing errors is bound to occur.”

Indeed, in the time since the IoM report was first released, the HCPC has heard a growing number of anecdotal reports that pharmaceutical manufacturers are dropping the number of products offered in hospital unit dose – or HUD – formats.  As recently as May 15 of this year, in fact, one pharmaceutical manufacturer noted during the HCPC’s National Symposium on Patient Compliance that his company had deleted HUD formats for some 80 percent of their entire drug stock over the past two years.  

As FDA considers the need for barcodes as a means of reducing medication errors, therefore, the HCPC strongly urges you to remember that the IoM actually recommends barcodes along with unit dosing – and not barcodes alone – as the best way to address this serious, national health issue.  To that end, the HCPC also urges FDA to consider ways of expanding access to HUD formats, and ensuring that hospitals can easily obtain such formats directly from the manufacturer so that products do not have to be repackaged at the pharmacy level.  By doing so, FDA would be fully implementing the IoM recommendations and maximizing safety to the greatest extent possible.  

And it is not just the IoM that has recommended unit dosing as a means of reducing medication errors.  Included in the groups that have recently called for greater use of unit dosing are the National Patient Safety Partnership, the Joint Commission on Accreditation of Healthcare Organizations, and the American Hospital Association.  The Department of Veterans’ Affairs has also embraced unit dosing for its healthcare facilities, and it is our understanding that the Centers for Disease Control purchase drugs in unit dose formats when they are available for use in the National Pharmaceutical Stockpile.  The HCPC also notes that unit dose formats are routinely used as manufacturers’ original packaging throughout most of the other industrialized countries in the world, and we are unaware of any countries where these formats are used that have medication error rates similar to those of the United States.  

Based on all of these recommendations, endorsements, and experiences in other countries, it is clearly within the best interests of patient safety throughout the United States for FDA to take immediate steps that will foster greater availability of unit dose formats as original manufacturers’ packaging, and the HCPC submits that these efforts should be closely tied to any regulatory considerations that would require use of barcodes.  

One way of achieving this goal, in fact, would be for FDA to require that barcodes be provided by the manufacturer on each dosage unit of product intended for distribution in an in-patient setting.  It is the HCPC’s understanding that barcoding at the unit dose level for dispensing pharmaceuticals in in-patient settings is already a common practice among commercial repackaging operations and, therefore, this approach should be feasible for universal adoption.

If FDA were to adopt such a requirement, therefore, it would simultaneously meet the recommendations of both the IoM and the National Patient Safety Partnership, and also help to reduce the need for pharmacy personnel to repackage drugs.  

On behalf of the entire HCPC I thank you for the opportunity to present these views.  As I noted at the beginning of my statement, there is a more comprehensive set of responses to the Agency’s specific questions attached to this statement.  I will be happy to answer any questions you have regarding either my oral comments today or the written responses that are also part of this statement.
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