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August 9, 2002

Margaret M. Dotzel

Associate Commissioner for Policy

Food and Drug Administration

5600 Fishers Lane

Rockville, MD 20857

RE: Docket No. 02N-0204

        Bar Code Label Requirements for Human Drugs 

The National Association of Chain Drug Stores (NACDS) is pleased to provide comments on the development of a regulation on bar code labeling for human drug products.  NACDS supports the use of bar coding to help improve the quality of pharmacy care provided to patients, as well as create efficiencies in the provision of prescription services. 

NACDS membership includes more than 200 chain companies that operate 33,000 community retail pharmacies.  Chain pharmacy is the single largest segment of pharmacy practice employing approximately 100,000 pharmacists.  Chain community pharmacy fills about 70 percent of the 3 billion prescriptions provided to patients each year.  


It is predicted that community pharmacy will fill roughly 4 billion prescriptions by the year 2004.  Seventy percent of these prescriptions will be filled by chain pharmacy.  This fact, coupled with a continuing shortage of pharmacists—including 6,500 vacancies in community pharmacy—will require that community pharmacy seek technological solutions to fill more prescriptions more efficiently.  The use of automated dispensing devices that use already established bar codes to identify and verify prescription products has helped to achieve this goal. 

Enhancements to those bar codes currently used could further improve patient quality initiatives.  By including certain information about the product—like the lot number and expiration date—and using the bar code in conjunction with bar code scanners and computer equipment, quality of care in providing prescription services can continue to be improved.  Scanning a bar code also streamlines inventory functions.

Patient Quality Features

NACDS supports the use of bar codes as a way to complement the various programs that community pharmacies already have in place to enhance patient quality.  By including relevant and specific drug product information in the bar code, pharmacists can double check to assure that the prescription product being dispensed is consistent with the prescriber’s order.   

Many automated dispensing systems that are in use today in community pharmacy incorporate bar code technology to enhance patient quality.  A recent chain market survey shows that 45% of the chains surveyed (30% of all stores) use bar code scanning for data entry and prescription verification.  One, in particular, allows the pharmacist to scan the bar code on the label of the completed prescription.  This allows viewing of an image of the correct product.  The pharmacist can compare and double check the image against what is in the pharmacy container before it is ultimately dispensed to the patient.

Pilot tests are also being conducted to investigate the use of bar coding for proper drug selection.  The bar code is scanned at the point of data entry, so that the NDC, drug name and strength automatically populates the necessary fields on the computer screen.  This eliminates the need to choose one drug from an entire alphabetical list.  When all fields are populated, other dispensing functions such as utilization review and billing may also be conducted, since many of these functions depend on the NDC number and specific product information. 

Additionally, enhancing bar coding would substantially improve the current FDA recall system.  In all recall situations, including Class I recalls, pharmacists voluntarily contact every person who has received the drug to warn them of possible adverse reactions.  This is necessary because there is no way of knowing which patients received the recalled lot number.  By capturing the specific lot number, the targeted population is the affected population.  Unnecessary alarm to those who may be taking a particular product, but who are not at risk of adverse events associated with the recall, would be eliminated. Moreover, the pharmacist would be able to pull this unwanted stock expeditiously from the warehouse or distribution center.

Bar Coding Improves Efficiency

Bar code technology also increases efficiency.  In fact, bar code technology could be considered as an alternative to keyboard data entry.  Bar code scanners are faster than the human eye and much more accurate.  Tests have shown that bar coded information has an accuracy rate of 1 error in 10 million characters vs. keyboard data entry error of one in one hundred.

Efficiencies and technology in community retail pharmacy have allowed the pharmacist to spend less time on the administrative tasks of filling the prescription, and more time interacting and counseling the patient about the prescription. 

A recent study conducted by Arthur Andersen
 found that pharmacists still perform many tasks in filling the prescription that do not need to be performed by pharmacists.  That is, pharmacists are spending over 2/3 of their time on such tasks as computer data entry; counting and packaging medications; resolving prescription insurance program disputes; and other clerical activities.  These non-clinical tasks consume pharmacists’ valuable time that could be better devoted to patient care activities.  With the number of prescriptions expected to increase, the need for efficiencies in delivering pharmacy services only increases.  New technologies, such as automated dispensing systems, allow the pharmacist to become more efficient in preparing the prescription.

Using bar codes could also facilitate other patient quality initiatives.  New technologies exist that allow the physician to send the prescription electronically to the pharmacy provider of the patient’s choice.  Electronic prescribing helps eliminate ambiguous abbreviations and specifies all elements needed for a complete order—drug name, dosage, directions, and route of administration—reducing the chance for medication-related errors. 

Recommendations

Enhancing bar coding to include NDC, expiration date, and lot number will enable other patient quality initiatives such as robotics.  For instance, if the pharmacist has the hand held scanning device mentioned earlier, inclusion of those elements on a unit of use package could help assure that the pharmacist provides the appropriate drug to the patient.  

Although reduced space symbology (RSS) may be the only technology solution available to allow for the incorporation of NDC, lot and expiration date on the product, we shouldn’t limit ourselves to that one possibility.  Some technology may be developed to accomplish the same end more efficiently.

Incorporating bar codes that include NDC, expiration date and lot number could also have a positive effect from a fiscal perspective.  These enhancements would have a significant positive impact on inventory management.  Today, the pharmacist might use bar code technology on a non-prescription item to check a price, or to determine if there is more stock in a storage room.  With the lot and expiration date incorporated into bar coded technology, the pharmacist could purchase product more efficiently.  These enhancements could alleviate the reverse distribution system (also known as the returns process) and the associated fiscal burdens.  Moreover, the pharmacist could improve the fiscal situation of the pharmacy and distribution center levels by insuring the proper rotation of the product and increasing the inventory turns. 

In addition, enhanced bar coding can assist the distribution system of the product from a bioterrorism preparedness perspective.  The questions of who has the product and how it can be moved from place to place could be asked and answered more efficiently with this information.

And, lastly, it seems feasible to ‘phase in’ this type of regulation, from a technology aspect.  Community pharmacies are at different levels of technology capability.  However, knowing when bar coding enhancements (NDC, expiration date, and lot number) will be required will enable us to build this into future technology plans.

Conclusion

Community retail pharmacy continues to do its part to help ensure that prescription medications are used correctly.  There are other steps that policymakers can take to further improve the use of medications in both the inpatient and outpatient setting.  Errors are more effectively eliminated while the medication is in the healthcare professional’s control before the prescription is dispensed.  Bar coding provides a useful mechanism to improve quality, and as a way to improve many of the fiscal and economic aspects involved with dispensing prescriptions.   

We look forward to working with the FDA on the development of policy to improve the safety of prescription drugs through bar coding.  Should you have any questions, please contact Sybil Richard, Director of Federal Health Programs directly at (703) 837-4221.  

Sincerely, 
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John Coster, R.Ph., Ph.D.

Vice President, Federal and State Programs

� SNX:  The Bar Code Mechanics (www.snx.com)


� “Pharmacy Activity Cost and Productivity Study” Arthur Andersen, November 1999.
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