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Group Goal:  
To provide a forum for the healthcare industry to discuss patient safety


via automated product identification technologies, and from these



discussions, to create a unified and comprehensive industry 



recommendation on specific issues for submission to the FDA.

 

The ICPS 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.
Also, the ICPS would welcome the opportunity to present their recommendations to the FDA so that our intentions and comments are well understood.  An opportunity to continue this partnership between the Agency and industry is an excellent method of ensuring that the most effective solutions are brought to patient safety and to all other issues in the healthcare industry.

Finally, as a point of reference, please note that the Healthcare Distribution Management Association (HDMA) Foundation has recently completed a study on bar code use, applications and readiness throughout the healthcare supply chain, with a partial focus on the FDA’s intent to publish a rule on bar coding for patient safety.  This publication is available through HDMA, either at their website (http://www.healthcaredistribution.org/) or by calling 703-787-0000.
The ICPS recommendations are detailed in the following sections.
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I. Technical Recommendations: System elements

1. Data components:  

a. Pharmaceutical/prescription products:  

We fully support the selection of the EAN.UCC standard for pharmaceutical / prescription product identification.  We recommend that the GTIN guidelines be applied by labelers required to comply with this rule, and that wording to this affect be added to the rule, instructing all impacted healthcare stakeholders to refer to the EAN.UCC guidelines for clarity and assistance in applying these standards to their products and operations.  We support the FDA’s choice of utilizing the NDC number as the required data component for pharmaceutical / prescription product identification.  However, it is worth noting that, with the intended existence of a central database, per references in the proposed rule, and the mandate of the EAN.UCC open standard, it may not be necessary to mandate the data element (NDC number), as the GTIN guidelines will provide sufficient direction.  We also endorse the requirement that the NDC be applied to the immediate container (unit-of-use and/or unit dose packaging level), although we do recommend that an exemption process be defined in Section V.8 below.

Please see the Appendices for definitions and a tutorial on the use of the EAN.UCC’s GTIN for encoding the NDC number.

Implementation Date: We agree with the proposed implementation date of 3 years from the issuance of a final rule by the FDA.
b. OTC products:
We endorse the use of GTIN following retail practice.  Specifically, we recommend that current UPC numbers be acceptable on OTC products that will meet the FDA’s criteria of “commonly used in hospitals and dispensed pursuant to an order.”  There are currently OTC products which encode an NDC number into their UPC data structure and symbol.  There are also OTC products that may need to comply with this rule that use the EAN.UCC’s methodology but do not use the NDC number as their product identification data component.

A requirement for the encoding of NDC for OTC products needing to comply with the rule may result in the issuing of new NDC numbers, further reducing the quantity of NDC numbers available for assignment.  However, allowing OTC products to follow the EAN.UCC guidelines for retail practice, specifically following the GTIN guidelines, will help to keep the current NDC structure viable.  It is noteworthy, as previously mentioned, that an NDC number can be encoded within the GTIN guidelines for the UPC structure and symbol.
Further, a mandate requiring the encoding of NDC on OTC products could cause a proliferation of inventory within the healthcare supply system, as companies may have to manufacture and carry inventory for their retail sales channel that is separate from their institutional channel.  This would add unnecessary costs and complexities to the industry.

Instead, it is a matter of software vendor programming and business partner communication that can allow for the use of both NDC-encoded and non-NDC-encoded OTC products in the industry.  If software vendors and system suppliers understand that product of both types will appear in the industry, they will simply alter and/or design their products to allow for this practice.  In current practice, there is actually far more variability presented by the various standards, symbols and data structures in deployment, and yet it is a viable system for those currently utilizing bar codes.
Further, as the FDA intends to maintain a comprehensive and publicly available database of NDC numbers, per the proposed rule, it would be entirely possible for this reference database to list the UPC numbers of affected OTC products such that hospital medication administration systems could recognize and utilize this format of product identification in conjunction with the NDC-encoded formats of other products affected.
We do endorse the requirement that the automated identification symbol be applied to the immediate container (unit-of-use and/or unit dose packaging level).  Further, we support the selection of the EAN.UCC standard and methodology for encoding data, and recommend 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.
For the ICPS comments on the FDA’s definition of which OTC products would become subject to the rule, please see our OTC response in Section V.3 below.
Please see the Appendices for definitions and a tutorial on the use of the EAN.UCC’s GTIN for encoding the NDC number.
Implementation Date: We agree with the proposed implementation date of 3 years from the issuance of a final rule by the FDA.
c. Lot number and expiration date:

We recognize the utility of lot number and expiration date for future implementation, but can not supply any data to show that the benefits of supplying this information outweigh the costs at this time.  We recommend focusing on the product identifier (GTIN) for patient safety.  We do not recommend requiring lot number and expiration date at this time.  Given that FDA’s own assessment found that this information only minimally contributes to the prevention of medication errors, the Agency should continue to study this issue.
d. Vaccine products:

We understand the importance of including vaccines in the regulation, and particularly the value of providing secondary data (lot number and expiration date) in an automated manner for vaccines.  We also can validate the concerns expressed by the FDA in the proposed rule regarding the difficulty in supplying automated product identification on vaccines and the possible implications of mandating this proposal.
As such, we recommend a separate process be followed for vaccines, in which the vaccine industry is engaged to resolve the issue of supplying this information (both primary and secondary data), for publication in the final rule.  We believe that this is a workable solution, since the vaccine industry is very small and therefore easily assembled for discussion purposes and already has a forum under which this issue can be addressed and resolved, namely the CDC’s VISI.   Vaccines have very particular issues regarding container / label space, manufacturing and cost issues that would best be resolved through direct discussions.  This process could be commenced immediately with affected stakeholders and other interested and appropriate parties, with the goal of resolving technical, cost and timeframe issues in a timely manner for inclusion in the final FDA rule to be issued by the end of 2003.
e. Blood and blood products:
Please see Section V.10 and V.11 below for our response related to a requirement for blood products.
2. Data structure:
ICPS 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.  This will direct affected stakeholders to the proper source for understanding the data structure required by the EAN.UCC system.

3. Symbology:  

As we support the selection of the EAN.UCC standard and methodology for encoding the NDC, 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 that, at this time, requires a linear bar code in order 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.

While it is certainly possible, likely, and even desirable that non-linear automated identification methods will be brought to EAN.UCC, HIBCC, and other standards groups, these technologies and the process by which they become accepted standards will take time to develop, thus ensuring hospitals an opportunity to install a system now, following a well-defined standard, while assessing the types of and potential for future technologies in their current-day system decisions.
Finally, if and when future innovations were converted into an acceptable and deployable standard, market forces will still dictate adoption.  This is as it should be, and an FDA rule that does not mandate linear bar codes will allow for the appropriate parties to perform their responsibilities; specifically, that the FDA manages patient safety, the standards management organizations manage the standards, and that industry manage the technological rate of adoption and business processes. 
4. Packaging level:

We agree that the proposed rule apply 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.  ICPS does recommend that an exemption process be defined in Section V. 8 below.
5. 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.
6. 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.

II. Financial impact analysis
At a meeting with the ICPS, the FDA requested any financial impact analysis that we could offer, in order to provide a point of comparison for the analysis that the FDA conducted during this process.
The ICPS was not able to develop any significant financial impact studies that would either validate or counter the analysis prepared by the FDA.  While we do not necessarily agree with all of the impact assessments as detailed in the proposed rule, all industry sectors represented plan to move forward in the interests of patient safety.  Thus, it is not in our interests to conduct a detailed analysis at this time.  Presumably, once a final rule is published, it will be more likely that industry stakeholders can assess the impact on their organization and a final industry cost/benefit can be determined.

III. Future implications and migration

1. Emerging technologies:
To provide greater clarity around implications of open standards for product identification, relative to technological innovations and patient safety, we refer here, for informational purposes, to the many commercial systems and standards for automatic product identification.
The rate of technical evolution continues to increase - not only in computers, but also in sensors, networks and communication.  In order to accommodate this rapid advance, standards bodies and organizations must incorporate a far greater level of flexibility than has ever existed in the past. 

Product identification and tracking technology is a primary example.  From the simple linear bar-code to today's multi-dimensional symbols and radio frequency identification (RFID), product tagging technology has grown rapidly to provide a wealth of new capabilities and cost savings. 

Of vital importance to the FDA, these new technologies have a profound impact on patient safety, drug reliability and product cost - influencing not only segments of the healthcare industry, but the entire scope of care and treatment.  It is critical that any laws and regulations encourage this acceleration of technology, given its immediate and far-reaching benefit to both the patient and healthcare provider. 

As an example, two-dimensional printed codes, such as Dot Rx and Data Matrix, provide significantly more information than traditional bar-codes.  These 2D "bar-codes" can store lot number and expiration date, along with the usual manufacturer, product and drug codes.  Other information could also be encoded such as dosage, administration and drug interactions.  With little effort and with existing technologies, patient safety and product reliability is significantly increased. 

Two dimensional bar-codes have the capacity to serialize product; in other words, to encode onto each dosage a unique number.  Such a capability allows the localization and tracking of individual drugs and devices, enabling an entirely new range of applications, such as counterfeit identification and drug validation. 

Radio frequency identification - in particular the Electronic Product Code (EPC) - is a now commercial technology that dramatically improves safety and efficacy while significantly reducing cost for the manufacturer, distributor, provider and patient.  RFID goes well beyond printed codes, in that product identity and location are determined automatically - without human intervention.   For more detail about the healthcare applications, functionality and increasing rate of adoption for the EPC, please see Section VI.3 below.
Although the task of accommodating future technology may seem intractable, there is, however, an ideal mechanism to achieve this goal - open standards.   In other words, to acknowledge and reference existing standards organizations whose primary purpose is to craft, promote and regulate product identification technologies.  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.
It is this point of open standards that provides the key to the future, and is therefore the most critical consideration for the FDA’s rule-making.  The power of open standards is that it provides a point of intersection for innovative technologies and market forces to drive adoption of ever-improving solutions for healthcare and patient safety.
2. FDA oversight exit strategy: 
At a meeting with ICPS members, the FDA requested that we propose options for how they can best end their oversight of this issue, while ensuring that patient safety via product identification is still a priority to the industry.  We do not recommend an exit strategy, as it would be unnecessary with a rule written as we propose – that is, by selecting the EAN.UCC standard and striking the term “linear bar code” from the rule.  As stated previously, a rule written as we propose could possibly pass the test of time as it would allow for future innovations and technologies within the EAN.UCC system.  Having future technologies standardized would provide a commonality for the industry and a means of compliance with the FDA’s rule.
IV. Other issues of note

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.  It appears, from these references, that the process is already underway within the FDA.  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 follow the same course of action on the potential changes to the NDC format as the Agency did on the patient safety bar coding initiative.  Specifically, we request that a public meeting be held to gather input from interested and impacted stakeholders, a public-private partnership that can bring about a successful resolution to the current NDC issues.  There has been a fair amount of discussion about these potential NDC changes during the ICPS process, and we would welcome the opportunity to discuss concerns and ideas with the FDA in a public forum.
V. 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?

We agree with the opinions expressed by the FDA in the proposed rule, particularly that there are risks to including vaccines in the rule.  We also agree that there are many benefits to having automated product identification on vaccines.  These risks and benefits, as well as the very few vaccine manufacturers currently in existence, make an excellent case for discussing and resolving these issues with the vaccine industry.  Please refer to our more detailed submission on this concept in Section I.1.d above.
3. Are the terms used to describe the OTCs covered by the rule sufficient?
There has been some confusion expressed about the OTC descriptive terms.  The phrase “pursuant to an order” has been stated by some as unclear, and there have been clarifying suggestions that the phrase be altered to “pursuant to a clinicians order.”  Also, there have been suggestions that the term OTC be replaced by terminology such as “non-prescription drug.”  Perhaps it would be worthwhile for the FDA to list the types of products that would most likely fall into this category as defined; that is, a list of the products that the FDA’s review process intended to have comply with the rule as it was under development.  Also, it would be beneficial to outline the process by which the FDA intends to determine whether an OTC product must comply with this rule, so that affected organizations can begin to understand the circumstances under which they must operate for affected products.
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?
As stated above, we recognize the utility of lot number and expiration date for future implementation, but can not supply any data to show that the benefits of supplying this information outweigh the costs at this time.  We recommend focusing on the GTIN for patient safety.  We do not recommend requiring lot number and expiration date at this time.  Given that FDA’s own assessment found that this information only minimally contributes to the prevention of medication errors, the Agency should continue to study this issue.
5. Should the rule refer to linear bar codes without mentioning any particular standard?
As stated above, we believe that the selection of the EAN.UCC standard is appropriate for the pharmaceutical and OTC products affected by this rule.  As also stated above, however, and in direct contrast to this particular FDA request for comment, we would recommend that all references to linear bar codes be stricken from the final rule.  The reasons for this recommendation are spelled out clearly above in Section I.3.Symbology.
While we feel it would be possible for both the EAN.UCC and HIBCC standard to coexist for the affected products, as is the case today, we can support the selection of EAN.UCC because of its more wide-spread deployment in the pharmaceutical and OTC product sector, and the reluctance and confusion of the institutional sector in facing the complexities of two standards.  However, we recommend that the FDA reopen a comprehensive review process related to choosing a standard for any and all future patient safety initiatives in which product identification is seen as a potential requirement.  Further, we recommend that any future patient safety initiative be commenced with the cooperation of industry such that a rule not be necessary, and that an industry solution be developed instead.
6. What is the current state of bar code scanners and their ability to read various symbolgies?
In order to provide the most technically sound response, we refer here to the work done by AIM (Association for Automated Identification and Data Capture Technologies), and their more comprehensive submission to the FDA.

AIM’s response is as follows:

Bar code readers have the ability to read multiple symbologies automatically.  This capability, called auto-discrimination is commonplace in laser scanners and image scanners. AIM members that deliver hand held scanners to the market confirm auto-discrimination is a standard characteristic of hand held barcode scanners currently sold.  

It is possible to configure a reader to intentionally auto-discriminate between a limited number of bar code symbologies (e.g. only those allowed in the EAN.UCC system).  Furthermore, if desired, a reader can be configured to read only a single bar code symbology.  As application needs change, most readers can be reconfigured in the field to read a different barcode code symbology or broader range of bar code symbologies.       

Image readers represent the reading technology which auto-discriminates the broadest range of bar code types.  It is also the bar code reading technology that is best able to support the evolving EAN.UCC system of bar codes.  A trend of performance improvement and cost basis reduction has moved two dimensional reading technology from a specialty solution to a technology that is currently deployed in mainstream applications.  Venture Development Corporation (VDC), a market research firm that studies the AIDC industry, reports a unit growth rate over the next three years of 26.8% for two dimensional imager readers compared to a 4.9% growth rate for conventional laser based technology over the same time period.  VDC also describes in their 2002 Americas Hand Held Bar Code Scanners Service report that the “CCD/CMOS imager market is rapidly developing as suppliers strive to meet end users’ price/performance requirements.”  Furthermore they report, “After several large volume orders in 2002, acceptance and deployment of imaging solutions is occurring on a more consistent basis.” 

The increase rate of adoption of two dimensional image readers can be attributed to the improved performance and versatility the technology delivers and the dramatic cost basis reduction of the technology.  Two dimensional readers are now popular in traditional linear bar code reading applications as their reading performance on linear codes is comparable to laser technology of similar size and cost.  The cost of two dimensional image readers has reduced considerably due to the cost reduction of key product components like the imager chip, microprocessor and memory.  This cost reduction is depicted in the figure below.  The graph demonstrates that while linear imager and laser price points have remained relatively flat over the past several years, the average selling price of 2D imager hand held scanners have fallen sharply and is now price competitive. 
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The Relative Average Selling Price factor represents all price data normalized to the linear imager price in 1998.  The data for the graph comes from AIM member financial data and VDC.

Because laser scanners and two dimensional image scanners have become cost competitive hospitals have many options. Nevertheless, when the bar code reader cost is placed in the context of a complete bedside scanning system, the bar code reader cost will be a less critical factor. 

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?
We believe that our responses to numbers five (5) and six (6) above sufficiently answer this question.

8. Should there be specific product exemptions from the rule and how should they be defined?

Despite the FDA’s concerns, stated in the proposed rule, regarding the allowance of a mechanism for requesting product exemptions, we recommend that an exemption review process be defined.  In order to mitigate the concern that this could cause extensive costly and time-consuming requests for exemptions from labelers, the FDA could narrowly define, in the rule, the circumstances under which even a review for exemption will be conducted, let alone the exemption be granted.  These defined criteria could include the study and publication of the smallest package / label size (for various package / label types) that currently can contain an EAN.UCC bar code, in order to define a requirement baseline, as well as a stipulation that only existing products (and their packages / labels) be eligible for exemption, and not any future products.  Further, there could be a requirement for the submission of an impact assessment, including cost/benefit analysis, drug interactions for the product in question, as well as an assessment of the potential for and severity and cost of adverse events due to the product gaining exemption and having no automated product identification attached.
If the comments received during the open comment period do not provide enough clarity, and the FDA still has concerns about exemptions, perhaps it would be valuable for FDA to hold a public meeting to discuss this issue in greater depth.  At this meeting, the types of products eligible for exemption review and the criteria for petitioning for and granting exemption could be discussed and further defined.

9. Is the implementation timeframe of three years appropriate or can it be shortened? Should there be a different timeframe for new drug products?
While it would be desirable to shorten the implementation timeframe in the interests of patient safety, there are many complexities involved in bringing all affected products into compliance.  We believe that the FDA’s review of all industry comments on this issue resulted in an acceptable implementation timeframe for all concerned stakeholders.

As to new drug products, it would be prudent for all companies with a new product currently under development to design a package that complies with the proposed FDA rule.
10. Should the ISBT 128 standard be adopted for blood or should an UCC/EAN standard be required?
It is fairly apparent that the ISBT 128 standard should be implemented in the blood industry, as it was developed after much intensive work by the industry as a whole.  Implementation of this standard has been slow for a variety of reasons, many of which are detailed in the FDA’s proposed rule.  Perhaps the FDA should convene the blood industry to discuss the impediments to implementation, and arrive at a consensus timeline for migration to that standard.

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? 
The physical characteristics of any linear bar code (such as those used by ISBT 128) do not make it a significant impediment to integration with other bar code technology decisions for hospitals.  For further clarification on this issue, please refer to the technically sound treatise on this topic developed by AIM in response V.6 just above.  Briefly, most scanners can be programmed to read most current symbols in deployment, including those used by the ISBT 128 standard.
However, this magnifies the point made elsewhere in this document (including in V.6 above) that hospitals are likely to see multiple applications at the bedside, and may find that the now price-competitive imaging scanners can provide greater flexibility than other alternatives.  Thus, the FDA’s concern about this pricing barrier may be mitigated in the decisions made by hospitals.
Also, the greater issues of note regarding ISBT 128, are the complexity of the system and the multiple bar codes necessary and present on blood products, as well as the database issues inherent in storing, retrieving and cross-checking all the vital information represented in these multiple bar codes.  Thus, it will be far more a matter of staff training on the proper use of blood products and patient safety system design, integration and cost issues than it will be a concern related to technical issues of bar code format.

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.
The requirement of additional information in the product identification code would be worthwhile if it were currently feasible from a financial and cost-benefit standpoint, which the FDA’s economic analysis has justly determined is not the case.  However, our recommendation of removing all references to linear bar code from the final rule will allow for innovations that will create the ability to uniquely identify individual items, which would provide far greater patient safety than is currently possible.  As these capabilities, currently under development, become deployable technologies and standards, the healthcare industry can implement and integrate them into current practice and to the FDA’s rule.
13. Are there concerns about the economic assumptions made by the FDA in the proposed rule and how might they be addressed?

As mentioned above, the ICPS was not able to develop any significant financial impact studies that would either validate or counter the analysis prepared by the FDA.  While we do not necessarily agree with all of the impact assessments as detailed in the proposed rule, all industry sectors represented plan to move forward in the interests of patient safety.  Thus, it is not in our interests to conduct a detailed analysis at this time.  Presumably, once a final rule is published, it will be more likely that industry stakeholders can assess the impact on their organization and a final industry cost/benefit can be determined.

VI. Appendices

   1.  Glossary

Unit-Dose Container* – A unit-dose container is a single-unit container for articles intended for administration by other than the parenteral route as a single dose, direct from the container. 

Unit-of-Use Container* – A unit-of-use container is one that contains a specific quantity of a drug product and that is intended to be dispensed as such without further modification except for the addition of appropriate labeling. A unit-of-use container is labeled as such. 

* Terms as defined in General Notices, pg. 11, The United States Pharmacopeia and the National Formulary


Immediate container – per the FDA’s definition in the proposed rule, “the


container that is in direct contact with the drug at all times.” (pg.12511)

2.  GTIN Tutorial
The following information was excerpted from various EAN.UCC guidelines and documents on GTIN and serves to explain GTIN and our recommendation of it, as made elsewhere in this document.

Executive Summary
The GTIN (Global Trade Item Number) is the foundation for the EAN.UCC

System for uniquely identifying trade items (products and services) sold, delivered, warehoused, and billed throughout the retail and commercial distribution channels. It provides an accurate, efficient and economical means of controlling the flow of products and information through the use of an all-numeric identification system.

The Global Trade Item Number (GTIN) is the EAN.UCC System identifier for trade items, which encompasses both products and services. GTINs provide the capability to deliver unique identification worldwide. The most commonly recognized and used GTINs are the U.P.C. and EAN-13 symbols.

GTINs are utilized on products and cases and are a key component of e-commerce transactions and communications. Users can be confident that a GTIN, when used correctly, will uniquely identify their products as they pass through the global supply chain to the ultimate end user. This global identification system ensures that the corresponding electronic communications will contain information unique to their company and products.

Definition

A GTIN (Global Trade Item Number) is used for the unique identification of trade items worldwide within the EAN.UCC System. A GTIN has a 14-digit data structure though its data carrier (bar code) may contain only 12-digits (the U.P.C.), 13-digits (EAN-13) or 8-digits (EAN-8). The GTIN is defined as a 14-digit number to accommodate all the different structures.

The term trade item refers to any product or service upon which there is a need to retrieve pre-defined information; this product or service may be priced, ordered, or invoiced at any point in the supply chain. This includes individual items as well as all of their different packaging configurations.

The GTIN may be encoded in EAN/UPC, ITF-14, UCC/EAN-128, and RSS symbologies. The appropriate data structure and symbology combination is determined by many factors, such as the type of product, or the printing material used for the product packaging.
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GTIN Assignment Methods

Item reference for higher 

levels of packaging

Indicator for higher 

levels of packaging

0  0314141  10996 C

0  0314141  10996 C

0

0

0314141  10959 C

0314141  10959 C

0  0314141  10990 C

0  0314141  10990 C

0  0314141  10923 C

0  0314141  10923 C

7  0314141  12345 C

7  0314141  12345 C

5  0314141  12345 C

5  0314141  12345 C

2  0314141  12345 C

2  0314141  12345 C

0  0314141  12345 C

0  0314141  12345 C

Change NDC Same National Drug Code

(NDC)

Indicator

2880 

2880 

ampoules

ampoules

144 

144 

ampoules

ampoules

12 ampoules

12 ampoules

ampule

ampule

2880 

2880 

ampoules

ampoules

144 

144 

ampoules

ampoules

12 

12 

ampoules

ampoules

ampule

ampule
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GTIN Assignment Methods, 

cont’d

Combination of Indicator and Item reference for higher 

levels of packaging

4  0614141  10988 C

4  0614141  10988 C

2  0614141  10988 C

2  0614141  10988 C

0  0314141    10988 C

0  0314141    10988 C

0  0314141  10923  C

0  0314141  10923  C

2880 

2880 

ampoules

ampoules

144 

144 

ampoules

ampoules

12 ampoules

12 ampoules

ampule

ampule


3. EPC in healthcare: applications, functionality and rate of adoption
Using the computer network as a resource for data storage and communication, the EPC links the product to the network in real-time.  This allows instant tracking, tracing and accountability, as well as product location and validity.  Wireless tagging combined with the global network has produced a revolution in the commercial supply chain - and will yield far greater benefits in the healthcare industry and patient care.

Some hospitals have bar-coded patient wrist bands to reduce the potential for medication errors only to have clinicians use a “work around” to the process.   In this case, the wrist band isn’t visible and the patient has fallen asleep, the clinician won’t risk waking the patient to scan the wrist band.   Instead of disturbing the patient, the clinician has a second bar coded wrist band printed.   If the patient wrist band contained an EPC tag to identify the patient, this would increase the ease of use and reduce the potential for errors introduced into the process by a “work around.”

With respect to the manufacturing process, an EPC tag could be incorporated into the packaging material prior to entering the manufacturing process.  The EPC tag could be incorporated in the layers of the packaging and be transparent to the labeling information without impacting manufacturing in terms of speed or process.  

EPC tags and reader equipment is currently in the procurement process of some of the world's largest consumer product manufacturers and retailers would mean equipment and tag producers would have the scale to achieve the project low cost. Wal-Mart is in the process of requiring more than 10,000 suppliers to apply EPC tags to shipments starting in 2005.  Wal-Mart has been researching RFID technology for over 12 years and is known as a company that performs a thorough investigation into the cost/benefits of technology before implementing it.  Gillette has purchased 500 million EPC tags that began shipping in March of 2003.  The Department of Defense is actively investigating EPC and is in the process of developing a pilot.  If Wal-Mart requires the application of EPC tags on over the counter and prescription pharmaceuticals, this could significantly increase the rate of adoption of EPC in the healthcare industry.  This implementation would allow the healthcare industry to take advantage of the low cost of EPC tags and reader equipment for other applications that would benefit the industry.

The EPC and the Auto-ID infrastructure provide a diverse range of opportunities within the healthcare sector with little additional cost - such as product pedigree, automatic recall, anti-counterfeiting, tamper protection, dosage instruction, drug interactions and compliance monitoring.  Some of these benefits may require ubiquitous use of the Auto-ID system.  These applications have already been demonstrated and are now being incorporated into commercial deployments.
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