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Ladies and gentleman, I am John R. Combes, M.D., senior medical advisor for the American Hospital Association (AHA) and The Hospital and Healthsystem Association of Pennsylvania.  I am here today on behalf of the AHA’s nearly 5,000 hospital, health system, network, and other health care provider members.  Our member hospitals and health systems are committed to providing safe, effective care to the patients who entrust us with their lives, so we are pleased to testify on an issue that promises to improve patient safety: the bar coding of drugs, devices and biologics.  

I also represent the AHA on, and serve as chair of the National Coordinating Council on Medication Error Reporting and Prevention (NCCMERP), which recently offered a series of recommendations on the implementation of uniform bar code standards down to the unit-of-use level for all pharmaceutical product packaging.  The AHA, as a founding member of the Council, supports those recommendations and desires to work with the Food and Drug Administration (FDA) and other interested parties in their successful implementation in America’s hospitals.

Background
The potential benefits of bar coding pharmaceuticals are clear:

· Improved patient care and safety; 

· Increased workforce productivity and satisfaction; 

· Streamlined payment, billing and administrative systems; 

· Efficient management of assets and resources; and 

· Meeting consumer expectations for service and access to information.  

Given the benefits, why isn’t the use of bar coding and other information technology in health care further along?  Simple:  lack of standards and uniformity in the technology itself.

Bar coding technology in bedside care is one such example where the lack of standards in the labeling of unit-of-use pharmaceuticals has slowed its use in hospitals.  Currently only 30 to 40 percent of all drugs administered at the bedside have a machine-readable code, which can prevent the administration of a wrong drug or wrong dose to a wrong patient.  The lack of standard medication labeling has prevented health care organizations from fully realizing the promise of this technology.  By requiring a standard bar code on drug manufacturers’ unit-of-use packaging, hospitals will be able to take advantage of bedside scanning.  Today, hospitals wishing to use bedside scanning must repackage manufacturers’ drug products themselves and affix bar codes to them.  Unfortunately, this process increases the chance of medical error.  

NCCMERP’s recommendations for bar coding unit-of-use medications offer a good starting point for developing regulations for labeling standards.  The recommendations identify the minimum data to be included in the bar code, labeling and format parameters, and suggest which packaging should be bar coded.  The Council recommends the expeditious implementation of bar code labeling standards by the FDA, in collaboration with U.S. Pharmacopeia and the pharmaceutical industry.  However, the Council recognizes that “the use of bar coding technology as a mechanism to improve medication safety should be implemented incrementally with careful planning and given thoughtful deliberation for cost, cultural, and implementation issues.” 

The FDA’s Proposed Rule for Bar Code Label Requirements 
The AHA supports the FDA’s effort to require a bar code on the label of human drug products down to the unit-of-use packaging.  Stakeholders still need to identify what products should be labeled with a bar code, what data should be included in the bar code, and what symbologies should be employed.  However, the general principle of including the bar code as an integral part of the label is supported by hospitals and health systems.  

We should not wait until all of the details are worked out for bar coding drugs, devices and biologics before initiating change.  Today’s public meeting should help identify what can be done rapidly, and what steps will require additional time.  The FDA’s regulation should codify what is doable now, and the FDA and the health care industry together should develop a plan that will lead to the timely phase-in of bar codes on devices and other medical products for which we cannot implement bar coding immediately.  The AHA stands ready to assist the FDA is these efforts.  

Drugs and Biologicals
The AHA supports a timely phased-in implementation of requirements for bar code labeling, beginning first with human drug products – prescription and over-the-counter drugs.  This approach allows for the development of bedside scanning capabilities in hospitals, which will enhance patient safety in the administration and dispensing of medications.  Additionally, for those hospitals and health systems that already use bedside scanning, it will reduce the need for repackaging of medications, eliminating a potential source for medical error.  Following the labeling of human drug products, the FDA should also mandate the bar code labeling of vaccines and blood products.

At a minimum, the bar code should include the National Drug Code (NDC) as established by the FDA.  Including the expiration date and lot number would also be beneficial, especially to track recalled products; but, there may be technical and cost issues that make this less feasible.  Resolving the technical problems related to the inclusion of lot number and expiration date, however, should not delay the implementation of a bar-coded label that at minimum identifies the drug, its strength and manufacturer.  If the FDA proceeds with the rule including only the NDC number, it should explore with the field other ways of making the lot number and expiration date available through automated bedside systems.

It’s important to recognize that hospitals have already made a significant investment in scanning technologies for clinical care and inventory control.  Any symbology adopted by the FDA for bar codes should be compatible with current scanning devices used by health care organizations.  Symbologies requiring optical scanning should not be mandated since this would require wholesale replacement of current information systems at a significantly increased cost.

Bar codes are currently being used in hospitals for laboratory specimen identification, blood and blood products, inventory control and automated dispensing cabinets.  Some hospitals use bar coding in their medication administration system but only after extensive repackaging of their pharmaceuticals, which increases the possibility of medical error.  The major obstacle to the more widespread use of bar coding to improve patient safety is the lack of a preprinted bar code on the unit-of-use dose.

Bar codes should be required on all packaging and containers down to the level of use just prior to the administration of the product to the patient.  The most significant factor in reducing medication errors is the ability to identify the right drug and right dose administered to the right patient.  By including the bar code on the packaging used for the administration of the drug at the bedside, the right drug and right dose can easily be identified.

Medical Devices

The next step in a phased-in implementation of bar coding would be applying the technology to medical devices.  The AHA supports labeling certain medical devices with machine-readable codes.  This could improve patient safety by allowing the tracking of device failures, device-related infections and unexpected outcomes related to the proper and improper use of the devices.  But, not all medical devices need to be tracked in this way.  Certain simple devices such as bandages, tongue depressors and crutches may not require this type of labeling.  Prior to the FDA proposing a rule for the labeling of devices with machine-readable codes, studies should be undertaken to determine which devices labeled with bar codes would have the most impact on improving patient safety.  However, these studies should not delay the FDA from implementing a rule for the labeling of human drug products with bar codes.  

A label for devices should include a unique identifier, which contains information on the specific manufacturer of the product and possibly the lot number.  The FDA should establish a separate process and perhaps a separate public meeting to address issues around labeling devices.  Additionally, any labeling formats should be consistent with what is established by the FDA’s rule for labeling human drug products and biologicals.

The AHA encourages the FDA to have a planned process for implementing bar coding, beginning with drugs and blood products.  At the same time, the agency should start the process for identifying what devices should be bar coded and what information should be contained on the bar codes.  

Economic Impact

Medication errors are a critical concern for everyone involved in health care.  We must build systems that make sure the right patient is getting the right medication in the right dosage at the right time.  Bar coding technology can greatly enhance patient safety by ensuring there is real-time verification of the correct patient, medication, dose, and time.  And hospitals are committed to using the best available technology within their resource capabilities to improve patient care and reduce medical errors.  

We must recognize that placing a bar code on the label of human drug products is only the first step in creating a safer medication delivery system.  Hospitals must have information systems in place, complimentary technology and trained personnel to create a safer system.  To maximize patient safety and take full advantage of the information available from using bar codes, such as patient alerts about dosage limits, drug-drug interactions, drug-food interactions and allergies, hospitals and health systems must make significant investments.  

The incompatibility of current information systems is an obstacle and a disincentive for hospitals that would need to make significant investments to put such a system in place.  Can a compatible “system” be created in the hospital?  Is the technology “stable” enough to endure over time?  Are hospitals investing in the health care equivalent of Beta-Max?  These incompatibilities and questions are a major source of the costs associated with using the unit-of-use bar code.  

In addition, hospitals face other costs such as staff training in the use of bedside scanning, and repackaging and labeling of extemporaneous preparations.  Finally, to improve medication safety through point-of-care bar code scanning, hospitals will need to establish a radio frequency inside the hospital so that wireless devices may be used – without which many of the benefits of bar coding are lost.

Recently the AHA convened multiple stakeholders interested in standardizing health care information technology.  As a result, the National Alliance for Health Information Technology was formed – a group of more than 40 organizations, representing providers, purchasers, manufacturers and standard setting entities.  The Alliance’s mission is to “mobilize the field to address the fragmentation and lack of coordination in health care…improving quality and performance through standards-based information systems.”  The Alliance’s first initiative is to promote the use of bar coding technology to create safer, more efficient and effective patient care.  As an initial step, the Alliance will be working to create consensus to standardize information and codes necessary for the effective use of bar coding in the health care field.  The Alliance will also be commenting on the FDA’s proposed rule.

Conclusion

The complexity of implementing a medication delivery system that uses an enhanced information technology infrastructure cannot be understated.  To successfully implement bar coding and reap its associated benefits, all stakeholders must first address issues related to human factors, cultural barriers, organizational change and workforce.  The AHA’s membership in the National Alliance for Health Information Technology demonstrates our commitment to work collaboratively with all interested parties to help create this enhanced infrastructure.  

The AHA would like to thank the FDA for this opportunity to address these vital issues surrounding the implementation of bar code labels for human drug products and biologicals.  We look forward to working with the FDA and all stakeholders in advancing the science of safety for our patients.
