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Bridge Medical Statement on the FDA Proposed Rule – Bar Code Label for Human Drug Products and Blood

 

 

Bridge Medical would like to express its appreciation for the FDA’s approach in drafting the proposed regulation on bar coding of human drug and biological products (68 Federal Register 12500) that addresses many of the concerns held by the various and diverse industry stakeholders affected by this proposed rule.

Let it be noted that Bridge has played a role in several coordinated industry responses to this proposed rule including statements prepared by the ICPS convened by the Healthcare Distribution Management Association (HDMA), Healthcare Information Management Systems Society, and National Alliance for Healthcare Information Technology.  While these many constituencies are in general agreement on the major elements of the proposed rule, Bridge would like to make an independent statement on specific matters.

Implementation Timeframe:

Bridge knows that for the patients who will suffer a preventable adverse drug event, 3 years is too long.  However, for technology transformation, 3 years is a reasonable deadline for existing products.  In fact, it is, if anything, overly generous.  According to research conducted by Pharmacy Healthcare Solutions (PHS), Grapevine, TX, on the pharmacy inventories of six hospitals belonging to one of the nation’s largest integrated delivery networks, manufacturer bar codes are more pervasive in practical use than is generally perceived.  Throughout the FDA hearings regarding this rule, providers, vendors and pharmaceutical makers alike testified that approximately 35% of medications currently come manufacturer bar coded.  The PHS study validate this fact by showing that 34.5% of the 6 hospitals’ pharmacy line items, represented by unique SKUs, come from the manufacturer with a suitable bar code.  However, on average 54.1% of the doses administered in patient care came with manufacturer bar codes. 63.9% of all injectable doses administered were manufacturer bar coded; 52.8% of oral solids and 32.5% of unit of use medications.   

Clearly, the burden on manufacturers is not as great as some would have us believe.  The market has already driven manufacturer bar coding of commonly used medications well beyond the 35% commonly cited.

Data structure & Symbology: 

Bridge supports the selection of the EAN.UCC standard and methodology for encoding the NDC, and recommends that wording be added to the rule instructing all impacted healthcare stakeholders to refer to the EAN.UCC standards guidelines for clarity and assistance in applying these standards to their products and operations.  As we support the selection of an open standard, we recommend that the entire system be adopted, and that all references to linear bar codes be struck from the final rule. 

The FDA states a concern that allowing for non-linear symbols in the rule would cause confusion and higher costs in the hospital sector.  However, by selecting the EAN.UCC system, the FDA has chosen a system under which, at this time,  a linear bar code  is sufficient to encode the primary product identifier (NDC / UPC).  As such, it is not necessary to add terminology requiring linear bar codes.  

Further, striking this language and requirement will allow the FDA’s rule to move forward as innovative technologies become available and adopted by industry, without needing to reopen an investigative and public review process.  Industry can approach the standards management organizations, in this case EAN.UCC, to request changes in the standards that will accommodate new innovations, technologies and solutions, including even better solutions to patient safety.

Although the task of accommodating future technology may seem intractable, by acknowledging and referencing existing standards organizations whose primary purpose is to craft, promote and regulate product identification technologies, the wheels are set in to motion.  In this way, the FDA mandates and regulates the purpose and function of product marking systems, while industry standards bodies develop and specify the structure and form of the particular technologies.

Packaging level:

Bridge believes that it is imperative to patient safety that the rule applies to the immediate container (unit-of-use and/or unit dose packaging level), for both prescription and OTC products, following the GTIN rules for bar coding various packaging levels.  

Hardware:

While it is not necessary for the FDA to make any specific statements about hardware, it is worth mentioning that many hospitals will find that bar code scanners are not the primary limiting budgetary constraint when installing a bedside medication administration system, and as such, this issue likely will not carry as much importance as it is currently thought.  Hospitals will find that there are a number of applications for integration at bedside, and a wide variety of systems, as well as product and equipment identification and other information capture that must be coordinated into a seamless system.  Thus, databases and related systems are going to be the more complex, costly and controlling element of any electronic patient safety initiative.

Software:  

While it is not necessary for the FDA to make any specific statements about software, it will be incumbent on software vendors to design products that meet with the EAN.UCC guidelines for data structures, transmission and storage.  Also, these software products and databases should consider scalability as a high priority in order to seamlessly accommodate future innovations which may present more encoded information at the bedside and greater need for interoperability with other patient care and supply chain systems.  At a minimum, following our recommendation of adopting the EAN.UCC GTIN guidelines, databases should be able to accommodate 14-digit data structures.

Financial impact analysis
Any analysis of the costs of implementing a BPOC system has to consider costs associated with:  the BPOC software itself, enabling hardware such as bar code scanners and wireless network infrastructure, professional services for implementation, and provider FTE requirements for the implementation and maintenance of the system.  In outlining the costs of the software itself, it should be noted that vendors who market software modules complementary to BPOC (such as Pharmacy order applications and nursing documentation applications) have discretion in the pricing or bundling of each individual software component.   Thus, the costs of the BPOC software need to be properly allocated within the scope of a vendor’s entire bundled offering, in some cases.  This allocation can be independent of the actual price quoted for BPOC by the vendor.  In outlining the costs of enabling hardware, it needs to be recognized that scanners and wireless infrastructure will be cross-utilized by other applications within the hospital.  Costs should be fairly allocated across each of these applications, as it would be incorrect for the BPOC system to bear all of these enabling hardware costs. 

NDC Structure Review
Regarding NDC structure review, the FDA makes several references throughout the proposed rule regarding their intention to review and potentially revise the NDC structure in some way.  While we fully expect that the FDA will open this review process to public input, we would like to take this opportunity to formally request that the FDA gather input from interested and impacted stakeholders, a public-private partnership that can bring about a successful resolution to the current NDC issues.   Currently, hospitals need to expend a lot of time in mapping bar codes on medication products to the formulary items as represented in the pharmacy order systems.  Specifically, for error checking to occur, the NDC in the bar code label on the product needs to be associated with the representation of that drug in the pharmacy order.  Typically, this representation is expressed in terms of a PKV (primary key value) or some sort of charge code in the pharmacy system.  Thus, the BPOC system needs to provide hospitals with a mapping function that allows the product to be associated with the medication in the order.  The mapping process is currently made difficult by factors such as generic drugs with several different manufacturers.  Each different manufacturer’s version of the identical drug for the purpose of error checking has a different NDC.  The impact to the hospital pharmacy is that they need to map each different NDC to its corresponding formulary item every time a new generic version of the drug is received via distribution.  In any re-working of the NDC system, it would be extremely helpful to include the concept of “generic equivalence,” in which drugs with identical drug, strength, and form could be associated together in the numerical format, and the manufacturer and packaging indicators could be expressed elsewhere in the numerical format.

Responses to specific FDA requests for comment

1. Should the rule require bar codes on prescription drug samples and if so what are the costs/benefits of their inclusion? 

As samples should not be and are not often used in hospital and other institutional settings, we do not recommend that there be a requirement for samples to carry a bar code on their packaging. In recommending that the EAN.UCC system’s GTIN guidelines be mandated, however, it is incumbent that organizations review all of their product lines and packaging levels in order to properly mark them according to GTIN guidelines, including samples.

2. What are the risks and benefits of including vaccines in the rule?

Bridge agrees with the inclusion of vaccines in the final rule for bar code labeling.  Bridge recommends that the FDA require the inclusion of Lot Number and Expiration Date, as well as the NDC, on vaccines within the three-year implementation timeframe of the proposed rule. Bridge respectfully suggests that the FDA should work with the vaccine manufacturers to achieve compliance to this requirement without interrupting the supply of vaccines.  

3. Are the terms used to describe the OTCs covered by the rule sufficient?

Bridge suggests that when describing an OTC drug product in the FDA Proposed Rule, Section 201.25 (b), the phrase “over-the-counter drug products that are dispensed under an order” be changed to “non-prescription drugs used therapeutically pursuant to a clinician’s order.”  We also recommend that the “commonly used in hospitals” reference be qualified as “packaged for hospital use, labeled for hospital use, or marketed, promoted, or sold to hospitals.”

4. Should the lot number and expiration date be included in the rule and if so what is the data on the costs and benefits that would justify their inclusion?

Bridge supports the inclusion of an implementation schedule for lot number and expiration date in the final rule. Specifically, lot number and expiration date be included in the bar code for all package sizes, down to the immediate container level, within 5 years from the date of the final FDA rule.  

However, Bridge is also concerned with any delays in the deliberation of and adoption of the final rule.  The over-riding concern is to speed the implementation of the rule requiring NDC number as expeditiously as possible.  Manufacturers such as Pfizer and Baxter are already incorporating lot number and expiration date into their bar code labels.  They are doing this in order to enhance their competitive differentiation, and Bridge believes that market forces will be sufficient to drive the labeling of lot number and expiration date.  Also, Bridge is interested in ensuring that any efforts manufacturers have already made in preparing for the labeling of NDC number will not be made obsolete.  In other words, manufacturers in some cases might have to rework existing labels.  

5. Should the rule refer to linear bar codes without mentioning any particular standard?

Bridge recommends that the FDA drop the reference to linear bar codes and retain the requirement that the bar code used meet the Uniform Code Council’s UCC/EAN standard. The rule’s flexibility would provide for future innovation in migrating to different symbologies and scanning technologies and allow capture of additional information.  

From a BPOC system vendor perspective, Bridge can read or will be able to read all data structures embodied within the UCC.EAN standards, and will stay on top of any emerging standards under analysis for inclusion under UCC.  Similarly, scanning hardware vendors will track UCC activity and will update hardware as necessary.  Ultimately, market forces will drive adoption of auto-ID innovations such as RF-ID.  Pharmaceutical manufacturers and labelers will not be able to move to new technologies without assurance that their customers will be able to make use of the new means of auto-identification.

While not included in the current proposed rule, as the FDA considers auto identification requirements for medical devices, it should propose that those requirements meet either HIBCC or UCC/EAN standards.

6. What is the current state of bar code scanners and their ability to read various symbolgies?

The Proposed Rule presents too limited a view of scanning technology. Current linear scanners read multiple symbologies included in the UCC/EAN standards.  Bridge believes that if reading technology (e.g. scanners, readers, imagers, CCD, etc…) retains a price point similar to today's linear scanners, hospitals will purchase devices that read multiple symbologies.

In our experience, we have witnessed reader prices falling and expect them to continue to fall.   The FDA rule will create a market potential up to 2 million scanners within the next 3 to 7 years further accelerating the price decline.  Ultimately, scanners will be one of smaller components of a hospital’s patient safety investment.  

Bridge is concerned that if the standard is set too low, hospitals may acquire an absolute minimal specification scanner, and legacy limited capability scanners would inhibit future patient safety initiatives.  Bridge acknowledges on behalf of its hospital customers that it is undesirable to obsolete hardware they are currently using.  This problem can be kept in perspective, however.  Typically, bar code scanners have a useful life of 5 years.  The early adopters will need to turn over their scanner fleet at some point in the future.  In general, scanners purchased in the past year or so will have the ability to read RSS or can be upgraded to read RSS.  With proper guidance in the purchasing selection, scanners purchased currently will be capable of reading RSS.  

7. Should the rule adopt a different format for the machine readable code, what should that format be, how widely is it accepted by the industry and will hospitals be able to read it with existing equipment or equipment under development?

Bridge encourages the FDA to have enough flexibility in the rule to encourage the adoption of improved auto identification technology as it develops.  By referencing a class of standards such as UCC/EAN rather than a particular technology or format, the FDA can provide for such flexibility in the rule.
8. Should there be specific product exemptions from the rule and how should they be defined?

No specific human drug products or class of human drug products should be exempt.  It would be better to require alternative packaging solutions to tricky labeling situations.  For example, manufacturers could rely on 3rd-party packaging vendors to deal with their most problematic medications, relieving them of the need to exempt certain hard-to-label medications.  Recognizing that some unanticipated situation may arise, it would be advantageous to have in place a mechanism for very narrow waivers, which could be applied on an exceptional case-by-case basis through a reasonable and expeditious process. 

9. Is the implementation timeframe of three years appropriate or can it be shortened? Should there be a different timeframe for new drug products?

For the patients who will suffer adverse drug events, 3 years is too long.  For technology transformation, 3 years is a good balance for existing drugs. For new drug product applications however, two (2) months after the effective date of the Final Rule would be appropriate.

10. Should the ISBT 128 standard be adopted for blood or should an EAN.UCC standard be required?

The FDA should require a standard for the bar coding of blood products that is recognized by the field and that could be read by the same scanning technology employed in the medication use process.  Bridge recommends that this standard be the ISBT-128.  By adopting the standard with a recognition that Codabar will continue to be necessary until existing inventory is consumed and requiring it within three (3) years of the final rule, the FDA will move the field forward with compliance to standards with which there is already voluntary consensus.

11. How will the rule for blood affect hospitals purchasing decisions for bar code technology given the requirements in the rest of the rule for drug products? 

By adopting the ISBT-128 standard, the FDA will promote the scanning of blood products with the same bedside scanning technology used for human drug products.  The Final Rule should be consistent with a vision where not only drugs and blood products, but medical supplies, portable equipment, and documents are scanned at the point of care. Since current EAN.UCC standards and the ISBT-128 standard are linear codes, scanners now used in hospitals can recognize both.

12. Are any of the alternatives discussed by the FDA in the economic impact section of the rule, of issuing no rule or requiring additional information in the code, viable?

While it is encouraging to see numerous industry collaborative efforts underway to work through the issues related to this proposed rule, it is still apparent that a stimulus is needed to enhance patient safety.  The FDA can monitor the impact of this rule, once implemented, and the rate of system adoption in hospitals, in order to determine if action within their purview is required or possible to ensure the availability of patient safety systems at the point of care.

13. Are there concerns about the economic assumptions made by the FDA in the proposed rule and how might they be addressed?

Bridge believes that the assumptions put forth by the FDA are reasonable and provide a valid justification for the proposed rule.  However, early adopter’s cost and benefit experience has been varied from that outlined in the FDA analysis.  There are examples of both better and worse experience than the assumptions in the FDA economic analysis.  However, Bridge strongly feels that, in the long-term, the positive benefits of this rule will far outweigh its costs for manufacturers, providers, and, more importantly, patients.
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