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June 11, 2003

Documents Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD  20852

Re:  Docket 02N-0204

The Academy of Managed Care Pharmacy (AMCP) is pleased to provide comment to the Food and Drug Administration on the topic of bar code labeling of human drug products.

AMCP is a professional association of pharmacists and associates who serve patients and the public through the promotion of wellness and rational drug therapy through the application of managed care principles. The Academy has more than 4,800 members nationally who provide comprehensive coverage and services to over 200 million Americans served by managed care.

The Academy supports the labeling of all drug product containers, including single-unit containers, with a standardized machine-readable code (bar code).  Reasons for endorsing the use of bar coding for all drug products include: 

· The increased safety for patients that would result as the medication and dose are verified for accuracy at the point of dispensing;

· The improved efficiency in the processes of drug purchasing, storage and distribution in the pharmacy setting; 

· The positive identification of a single drug from the vast array of other available drug products;

· The availability of the technology required for such practice;  

· The willingness of pharmacists and pharmacies to embrace the new technology in an effort to improve patient service and safety; 

· The ease of patient dosage history record-keeping; and

· The use of automation can reduce the demands on pharmacist’s time, thereby freeing them for patient drug therapy management. 

This is consistent with the Academy’s policy on drug distribution systems (emphasis added):
“AMCP encourages the use of new technologies for the dispensing of medications that can improve the quality of care.  AMCP supports the use of unit-of-use packaging in the appropriate patient-care setting and standardized machine-readable coding (e.g., bar codes), including the drug identifier (National Drug Code), lot number and expiration date, to enhance patient safety, patient compliance and efficiencies in drug distribution and medication use processes.”

AMCP believes that this issue is a top priority because of the safety implications for patients in this country.  The inclusion of machine-readable coding on all drug product packages is a key step in applying technology to the prevention of medication errors. The Institute of Medicine’s (IOM) 1999 Report, “To Err is Human: Building a Safer Health Care System,” notes that bar coding is an “effective remedy” for medication errors, “a simple way to ensure that the identity and dose of the drug are as prescribed, that it is being given to the right patient, and that all of the steps in the dispensing and administration processes are checked for timeliness and accuracy.”
 

The success of a bar coding system has been demonstrated by proprietary Bar Code Medication Administration software utilized nationwide by the Department of Veterans Affairs.  At the Colmery-O’Neil Veterans Affairs Medical Center (Kansas), the improvement is evident when one compares 1993 data to 2001 data.  In 1993 (the last year of the manual system), the error rate was 0.0217 percent.  In contrast, in 2001, the error rate was 0.0030 percent.  This presents an 86.2 percent improvement in the reported error rate.

The Academy offers comment on specific issues as requested by the FDA.
Specific issue 1:  Whether we should require bar codes on prescription drug samples.
The Academy does not see benefit in requiring bar coding on physician samples.  Physician offices will not have the technology necessary to make effective use of the additional information.  Therefore, AMCP recommends that the most effective use of resources would be to exclude physician samples from the bar coding requirement.
Specific issue 4:  Information on the costs and benefits associated with putting lot number and expiration date information in the bar code.

The AMCP policy on bar coding specifically references inclusion of lot number and expiration date.  An electronic record containing lot number and expiration date information would allow pharmacists to verify which patients had received medications that are impacted by safety-related recalls.   Therefore, the Academy believes it is essential to patient safety that that the FDA include the lot number and expiration date in the bar coding requirement.  

When a medication is recalled, such as the counterfeit Lipitor distributed by Albers Medical Distributors in May 2003, access to a record of which patients received the medication would allow appropriate notification of patients and physicians.  A bar coded lot number would allow the pharmacy to capture that information and would make it part of the electronic record.  (This would correct a weakness in existing systems that do not allow pharmacists to identify which lot numbers have been dispensed to an individual patient).  A bar coded expiration date would cause an electronic alert preventing an expired medication to be dispensed or administered to a patient.
Specific issue 9:  Whether the implementation period for a final rule can and should be shortened from 3 years to some other specific time period.

AMCP recommends the implementation period remain three years to allow best use of medications currently in distribution and production.

AMCP appreciates the opportunity to comment on this extremely important issue.  If you have any questions, please contact me at (703) 683-8416 or at jcahill@amcp.org.

Sincerely, 
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Judith A. Cahill, CEBS

Executive Director
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