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July 26, 2002

Dockets Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD 20852

Re: Bar Code Label Requirements for Human Drug Products [Docket No. 02N-0204]

Dear Sir or Madam:

On behalf of members of the Healthcare Distribution Management Association (HDMA), I am writing to provide member views on issues raised in the June 18, 2002, Federal Register notice (67 FR 41360), announcing the Food and Drug Administration’s (FDA) intent to hold a public meeting on bar code labeling for human drug products.  

HDMA is the national trade association representing pharmaceutical and related healthcare product distribution in the United States.  HDMA’s distributor members operate over 260 distribution centers nationwide, and provide products and services to approximately 118,500 pharmacy settings including independent, chain, hospital, mail order pharmacies and mass merchandisers, food stores, long-term care, home health facilities, clinics and HMOs.  Our members serve every state, the District of Columbia, and the U.S. territories.  HDMA also represents over 220 pharmaceutical manufacturer member companies who distribute prescription drugs from hundreds of additional facilities. 

HDMA’s mission is to secure the safe and effective distribution of healthcare products across the supply chain from point-of-manufacture to point-of-administration.  We take our mission seriously, and welcome the opportunity to work with the FDA and the healthcare community in enhancing patient safety.  HDMA has traditionally been a strong supporter of efforts to reduce medical errors.  We participate actively in the National Coordinating Council for Medication Error Rates and Prevention (NCCMERP), and have since that group was founded in 2000.  HDMA has also been a pioneer in promoting the usage of bar code standards in the healthcare industry for the last decade.  We have worked collaboratively with the Health Industry Business Communications Council (HIBCC) and the Uniform Code Council (UCC) to develop voluntary guidelines for the industry.  Additionally, we have developed our own industry positions and guidelines on the usage of bar codes. 
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HDMA is supportive of efforts to utilize bar codes at the unit of use level on all drug and biologic products as part of an initiative to reduce medication errors.  For the past decade, we have encouraged members to recognize the need to bar code unit dose and very small packaging in the future, and to use bar codes internally wherever possible.  We also appreciate the caution that FDA is showing in having this public meeting, and welcome the opportunity to work with the agency and other stakeholders to ensure that patient safety is enhanced without an undue economic impact to the industry and risk of disruption of the supply of drugs through the healthcare system. 

Bar Code Labeling Should be Utilized in In-Patient Settings for Prescription Drugs and Vaccines


HDMA supports bar code labeling for all prescription drugs and vaccines supplied for administration to patients in hospital or institutional settings.  We believe this would address the vast majority of critical medication error issues documented in the regularly cited 1999 Institute of Medicine report entitled “To Err is Human: Building a Safer Health System.”  That report, which focused on medical errors in hospitals, suggested that measures such as bar code labeling could be used to reduce these preventable errors.  There is no current evidence that errors would be reduced in retail or other treatment circumstances.  To require bar codes on all products in all settings during the initial phase of any forthcoming FDA mandate would greatly add to the costs of bar code labeling implementation.  It could also substantially slow the adoption of bar code labeling, causing possible delays in the reduction of medication error rates in the hospital setting that could be achieved in the near term with a more targeted requirement.  

Use of NDC Number
HDMA supports the use of the National Drug Code (NDC) number in any bar code applications.  The NDC is a standard identifier with a unique all-numeric system identifying the pharmaceutical manufacturer/distributor, drug product, and package size.  It is widely used by manufacturers and distributors throughout the industry, and is already required by FDA regulation.  Because the NDC is the single basic means of identification for all pharmaceutical products, it is advantageous to have the NDC encoded into the bar code.  Product and dose information, which is included in the NDC number, is critical for preventing administration of the wrong medication or strength.  Consequently, it is crucial that the bar code at the unit of use level include the NDC number, to ensure that the patient, the product and the dosage are accurate prior to administration of the medication.

Use of Lot Number, Expiration Date and other Ancillary Information

HDMA is not aware of any current data demonstrating that inclusion of secondary information, such as lot number and expiration date, in a bar code will reduce medical errors.  We do know, however, that including this information would greatly increase the cost and difficulty of implementing a bar code labeling requirement. Additional bar-coded information  
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may be useful for other business processes in the spectrum of the entire healthcare supply chain, but we do not believe the information is critical to bedside scanning in order to screen for medication errors.  Screening for out of date or recalled medications should not be performed at the bedside, and therefore is not needed in the unit of use bar code.  Consequently, HDMA discourages FDA from adding auxiliary information, such as lot number and expiration date, to the first requirements for bar code usage. Perhaps, in future phases, or as the industry evolves its usage of bar codes, the information will be relevant and appropriate.  However, under FDA’s current charge to reduce medication errors, especially at the unit of use/bedside level, such information is not essential at this time and inclusion would only add to the costs and complexity of implementation.

FDA Selection of a Specific Symbology Type


HDMA does not believe the Agency should specify a single bar code symbology and require its use at this time.  Current new scanners are capable of reading different symbologies, and many scanners, new or otherwise, are capable of reading the various types of linear bar codes with minimal software upgrades.  If FDA limits the healthcare community to a single symbology, it will significantly reduce the ability to comply quickly, since more work will need to be done for the industry to adapt.  In addition, HDMA believes that 2-dimensional (2D) symbology is not currently required to meet the goals of error reduction.  A linear bar code for the NDC number, supplying product and dosage information, will address the vast majority of medication errors without the need to render entire systems obsolete, as would happen with a 2D symbology requirement.  The requirement of 2D symbology (or the inclusion of currently unnecessary data such as lot number and expiration date) will add considerable expense and time delays to the supply chain while the industry invests in this still-developing technology.  

The mandatory use of bar codes will have a significant economic impact on the entire industry, particularly on manufacturers and distributors who will be required to invest in packaging technology, equipment components, computer systems for integration, and implementation costs across the supply chain.  Also, hospitals and other patient care facilities are still in the early stages of adopting bar coding solutions which utilize current, widely deployed and proven technologies.  Therefore, it would be advisable to maintain current symbology and flexibility in order to allow a return on investment for current adopters and a learning curve for the many yet to deploy.  We ask the Agency to be cognizant of this fact while studying the issue and developing regulations. 
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Location of Bar Code


FDA should not mandate a particular location for the bar code on all products.  Variations in size, shape and packaging will make consistency next to impossible, particularly when viewed in light of the regulated information and presentation already required for medical product labeling.  Instead, HDMA recommends that guidelines be offered requiring bar code placement in a way that it is fully scannable, especially on small or rounded products.  Clearly, at the unit dose level, most products will have limited label space available.  Consequently, it is far more important to ensure that the bar code is placed in a location where it may be scanned (e.g. flat, not rounded surface) instead of being in a particular location.  Manufacturers, labelers and distributors should be given, within these guidelines, maximum flexibility regarding bar code placement in order to meet their labeling and production needs.  Failure to allow this flexibility may result in a delay in implementation of the FDA’s mandate, and could result in a market adjustment where products were no longer made available in unit dose configurations.

Other Related Issues


We appreciate the opportunity to address the most critical issues to our industry in this letter.  We have also provided, in an attached document, additional information requested by FDA in the June 18 Federal Register notice.  We hope our answers to your questions are helpful as you develop regulations in this area.   

HDMA would like to thank the FDA for its support of this initiative. We appreciate the opportunity to work in cooperation with the Agency and the healthcare community to find solutions that will improve patient safety without overly increasing costs or disrupting the flow of products through the healthcare system. Thank you for your consideration.

Sincerely,

/s/

Diane Goyette, RPh., JD

Director of Regulatory Affairs

Attachment:  HDMA Responses to FDA Questions












