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Mr. Chairman and Members of the Task Force on Importation, thank you for the opportunity to submit a summary statement for the record. This statement will describe a new Automatic Identification and Data Capture Technology called Auto-ID and how it can be used in applications like Product Authentication, Track and Trace to help secure the Pharmaceutical Supply Chain.

BACKGROUND
The Auto-ID Center was opened at the Massachusetts Institute of Technology (MIT) in October 1999 to develop the infrastructure and standards for a new generation of automatic identification and data capture technology to replace the bar code.  The Center designed, built, tested and deployed a global infrastructure, layered on top of the Internet, which makes it possible to identify, track and trace objects around the world.  

In October 2003, the Auto-ID Center split into 2 entities – EPC Global (an entity of the Uniform Code Council and EAN International) that will commercialize and deploy Auto-ID Technology under the name ‘EPCglobal Network’ and Auto-ID Labs, a set of Research Laboratories around the world that continue to perform research on the various components of the technology.  Auto-ID Labs exist at MIT in the United States, Cambridge University in the United Kingdom, the University of Adelaide in Australia, Keio University in Japan, Fudan University in China and the University of St. Gallen in Switzerland.
AUTO-ID SYSTEM OVERVIEW 
The Auto-ID system is an intelligent ubiquitous infrastructure that automatically and seamlessly links physical objects to the global Internet. This system networks physical objects without human intervention or manipulation by automated machines. This is accomplished by integrating an electronic Radio Frequency Identification (RFID) tag into each object.  A network of tag readers and local data collection and control systems, called Savants, is used to automatically communicate with the physical objects and automate control applications. 
The ubiquitous nature of the Auto-ID system requires that it be inexpensive to implement relative to the benefits achieved by applications that utilize the system, such as supply chain management. The extreme low cost required to actually implement the system has been the overriding constraint in the design of the Auto-ID system.
The cost of tags for millions of objects is the dominant cost of the system. Consequently, the tag cost, and therefore its functionality, was minimized. The resulting cheap tag stores only a unique identifier, the Electronic Product Code (EPC), for a particular object. 
The unique object identifier is global in scope and acts as a pointer to information stored about the object somewhere over the information network. A redirection service, the Object Name Service (ONS), is used in conjunction with the EPC to identify the location(s) of information and related services for a particular object. The ONS allows for the location of locally available information as well as globally available information. 
The information must be stored in a standard language to enable true automation. The Auto-ID system utilizes the Physical Markup Language (PML), an XML based language, to describe physical objects and their properties. 
The Auto-ID infrastructure has five primary components: (1) electronic RFID tags/readers, (2) the Savant systems, (3) Electronic Product Code (EPC), (4) Object Name Service (ONS), and (5) Physical Markup Language (PML). 
Together the components form the basis of a system that helps us synchronize the material and information worlds.  It is often called the ‘Internet of Things’.

SECURING THE PHARMACEUTICAL SUPPLY CHAIN

Auto-ID technology enables two fundamental, supply chain wide approaches to deal with counterfeit drugs and drugs not fit for consumption.  Both of these approaches compliment the current anti-counterfeit overt and covert technologies employed by the pharmaceutical industry.  
First, Auto-ID technology allows the possibility of instant authentication for any drug, at any location.  This authentication process is possible through an information technology infrastructure that spans the complete supply chain. During the Authentication process, we would be able to find out the most current status of the product – for example, whether it has expired, been re-called or discarded. 
Second, Auto-ID technology allows the ability to do robust Track and Trace.  Tracking is defined as the control of a product as it moves through the supply chain while Tracing is the building of history behind a particular product.  Tracing is commonly known as Product Pedigree.  

In Tracking, product is accounted for and passed on from one supply chain partner to the next on a real time basis. This ensures that goods are accounted for throughout the supply chain and land up where they are suppose to go.  Deviations can be accounted for quickly and acted upon.
In Tracing, the Auto-ID System can be used to systematically access databases of all companies or entities that have handled the product.  This helps build an Electronic Pedigree for the particular product.

The Authentication, Track and Trace approaches mentioned above depend heavily on the capability to uniquely identify individual drugs within the supply chain at the primary package level.  An Electronic Product Code (EPC) is applied to each primary package unit and this is the basis for Mass Serialization of pharmaceutical product. Using bar code systems to read and account for billions of unique identifiers is laborious.  RFID is a more efficient technology to execute Mass Serialization in the supply chain.
CURRENT ADOPTION

Major retailers in the United States, United Kingdom and Germany have outlined requirements for the initial use of the EPCglobal Network in late 2004 and early 2005.  The Department of Defense has also outlined RFID requirements for their suppliers.  
In February 2004, the FDA issued its report on ‘Combating Counterfeit Drugs’ which has triggered interest and activity in Mass Serialization and RFID.  

CONCLUSION

The Auto-ID System holds the promise of making Pharmaceutical Products and the Supply Chain more secure than they are today.  The various components of the system are being refined for commercial deployment.  The EPC community has been given a considerable boost by the sizable Organizations that have decided to back it. EPC Global and Auto-ID Labs remain committed to doing all that is possible to remove barriers to widespread global adoption of the technology.

Thank you and we appreciate your interest in Auto-ID.

