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Ladies and Gentleman, I am Skip Robinson and I have the honor of directing the clinical pharmacy program for Consorta Catholic Resource Partners. Consorta, Inc., based in suburban Chicago, is a leading healthcare resource management and group purchasing organization, whose shareholders are Catholic‑sponsored, faith‑based or non‑profit health systems.  

Consorta’s shareholder health care systems operate more than half of all Catholic hospitals in the United States, own many extended and alternate care sites and have affiliate relationships with other non-profit hospitals and alternate care facilities as well.  The Consorta membership encompasses over 400 acute care facilities, representing 55,944 beds, and more than 1700 non-acute care sites.. Creativity, Respect, Integrity, Excellence and Social Responsibility are core values that serve as our guiding principles.

I am pleased to have the opportunity to testify on an issue of critical importance for the healthcare industry and the people they serve: the bar coding of drug labels for unit-of-use pharmaceuticals. 

Consorta promotes the use of bar coding technology to create safer more efficient and effective patient care. I am here today to present the consensus recommendations of over 400 acute care facilities, representing 55,944 beds, and more than 1700 non-acute care sites to the FDA for their consideration as they develop a rule for the bar code labeling of human drug products.

Also, Consorta is a founding member of the NAHIT and is committed to the first initiative of the Alliance

BACKGROUND

The relationship between technological advances and human health, patient care and patient safety has greatly improved the health and mortality of most American however, in some respects the health care industry trails far behind many industries in reaping the benefits of technology. Errors of omission, incorrect doses, and administration of the wrong drug products remained the same top three causes of medication errors reported by health systems in 2000 as in 1999, according to a recent United States Pharmacopeia (USP) report. In both years, the most frequently identified causes of error were staff performing inadequately and not following protocol. Staying steady at 3% was the reported percentage of errors that harmed or killed patients. For the second consecutive year, insulin, heparin, and morphine were the products most commonly associated with potential and actual errors.  Distractions, workload increases, insufficient funding, lag time to implement new technologies and inexperienced staff members remained the most common factors contributing to medication errors. In 2000, 184 hospitals reported 41,296 medication-error records to USP, up from 6,224 errors reported by 56 facilities in 1999.  The report, "Summary of Information Submitted to MedMARx in the Year 2000: Charting a Course for Change," summarizes medication-error information submitted to USP's MedMARx system. This report suggests that health care professionals must find better ways to interact and review medications before they are administered to patients. At this point we must be able to confirm or identify  potential errors. Although 97% of actual errors did not result in patient harm, 69% of those errors reached the patient. The need for improved staffing skills and computerization of processes must not be delayed any longer. Although, computerization is an important step towards reducing medication errors, technology must be implemented around the entire drug delivery process, from the time the medication is ordered, to the time the drug is administered to the patient.  Bar coding of unit of use medications serves to close the drug distribution loop.    Without it, front-end technology such as robotic cart fill and drug interaction checking will never reach its potential for reducing errors. One great first state would be bar coding of medication down to the lowest unit of use. The lack of use of bar coding technology without the appropriate systems at the bedside is one such example of the failure of healthcare to leverage a technology widely used by other industries. There are multiple causes for this failure but one important cause is the absence of a standardized bar code on the label of the unit-of-use pharmaceutical packaging. Only approximately 35% of all drugs administered at the bedside contain a bar code which when used in conjunction with other decision support tools could dramatically reduce the incidence of medication errors.

Consorta recognizes that implementation of bar codes on the unit-of-use medication packaging is only the first vital step in realizing the promise of bar code technology in making our healthcare systems safer.  In pursuing its ultimate goal to achieve standards-based information systems for the U.S. health care system, We, Consorta , have assisted NAHIT in developed consensus recommendations for the implementation of bar codes on the labels of unit-of-use pharmaceuticals. Accomplishing this objective will help create the environment that can foster progress in developing interoperability of our fragmented information systems to achieve the maximum benefit for patient safety of a bar coded medication delivery process. 

A set of recommendations from the National Coordinating Council for Medical Error Reporting and Prevention already exists and is a good starting point for a discussion of bar coded labeling standards. NAHIT has reviewed these standards and building upon them offers the following recommendations in response to the FDA’s questions. 

THE FDA’S PROPOSED RULE FOR BAR CODE LABEL REQUIREMENTS 
Consorta and NAHIT supports the FDA’s effort to propose a rule to require a bar code on the label of human drug products down to the unit-of-use packaging. Our recommendations, based on the considerable expertise of our member organizations, can help the FDA to further define the details of a bar code implementation process for human drug products. Additionally, we desire to work with the FDA on the further implementation of bar coding in healthcare to promote patient safety and to protect patients from human and system errors. It is our desire that today’s public meeting will aid the healthcare field and the FDA in achieving consensus on the prompt establishment of regulations for the bar code labeling of human drug products down to the unit-of-use level.

DRUGS AND BIOLOGICALS

Consorta supports the implementation of requirements for bar coding for all commercially available prescription and non-prescription medications. The bar code should be included on the labels of all unit-of-use pharmaceutical packaging. 

The National Drug Code (NDC), as established by the FDA, should be the initial data element included in the bar code. This should be implemented as quickly as possible. Inclusion of the expiration date and lot number, especially to track recalled and out-of-date products, should be added to the bar code as soon as it is technically feasible. 

The choice of the symbology for the bar code is a critical element of the proposed rule and should be governed by specific principles. Consorta like NAHIT recommends that only existing symbologies utilized in healthcare with the capacity to include the NDC, lot number and expiration date be used for the bar coded label.

Additionally, since cost plays a role here , the symbologies utilized must be capable of being scanned by existing and readily available commercial scanning technology .

The placement of the bar code on the packaging for human drug products should be in a position where the typical user of the scanning device can reliably and accurately find it.

MEDICAL DEVICES

Consorta supports the eventual inclusion of certain medical devices in a bar code labeling recommendation. Because of the complexity of this issue, in selecting the devices to be covered and the information to be included, Consorta feels strongly that progress in labeling human drug products with bar codes should not be impeded by the issue related to medical devices. 

Bar codes on medical devices could also enhance patient safety at the bedside by tracking device failures, device related infections and unexpected outcomes related to both the proper and improper use of the devices. Having a bar code on the device and the information captured in an integrated database would allow the easy identification of patients who may be potentially harmed by device failure. This type of data would also facilitate the review of device performance and allow for the development of an early warning system when problems occur in the use of medical devices.

OBSTACLES 

Consorta recognizes that there is some costs to the manufacturer to place the bar code on the unit-of-use label, much larger expenditures will have to be made by healthcare organizations to take full advantage of a bar coded medication delivery that can draw information from other existing systems for dosage limits, drug-drug, drug-food interactions, laboratory values, allergies and decision support. The incompatibility of current legacy information systems is a significant obstacle to use of a bar coding system; however, this consideration and the costs to achieve interoperability should not discourage the widespread promulgation of bar code labeled products. 

Implementing a medication delivery system with the support of an enhanced information technology infrastructure is a complex undertaking. Issues related to training and process design, will still need specific attention prior to successful implementation of bar coded medication delivery systems. Consorta as is NAHIT is committed to work collaboratively with the FDA and other stakeholders to address these issues and provide its expertise in the education and consensus building necessary to get the full benefit for patient safety as a result of the proposed rule.

TIMEFRAMES

We encourage the FDA to move rapidly in establishing the requirement. Consorta offers its helps in working with the FDA in identifying a specific date

CONCLUSION

Consorta would like to thank the FDA for this opportunity to address the issues raised in proposing a rule on bar code labeling for human drug products and biologicals because we are committed to the safety of all Americans. 

