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DOCKET NO. 02N-0204  Bar Code Label Requirements 

This is an addendum to supplement the testimony provided at the July 26, 2002 meeting.

There appeared to be a great deal of confusion regarding bar code  symbology and bar code standards.  These are not synonymous terms.  A bar code is graphical representation of data (numeric or alphanumeric) that is machine readable.  A bar code symbology is the way the bars and spaces are arranged.  Examples of bar code symbologies mentioned during the meeting include U.P.C., Code 128, UCC/EAN 128, RSS and Data Matrix.  

Industry's develop bar code application standards for their own supply chains.  The standards include the specification of using a specific symbology or symbologies.  Bar code standards exist so that software can be developed that allows a user to scan a bar code and the data base can interpret the information.  A commonly recognized use of a standard and a symbology is in the grocery industry.  Products and coupons are labeled with a U.P.C. code with information encoded in a specific way which allows the grocery store cash register (computer) to recognize a product and also distinguish between a product or a coupon for that product.

There are two standards that have been developed and approved by the healthcare industry for labeling products - Health Industry Bar Code (HIBC) Supplier Labeling Standard and  EAN.UCC.  Each standard describes a primary data structure that includes a manufacturer's (or labeler's) identification, a product or catalog number assigned by the manufacturer and a packaging level ( pallet, case, intermediate package, unit dose, unit of use, etc.) The standards also describe a secondary data structure which includes a method of identifying expiration date, lot number, serial number, etc. 

Each standard identifies the symbology options a labeler can user.  The options are important because of labeling constraints, especially label size.  The "Rule-of-Thumb" for printing bar codes is to use as large a bar code symbol as possible (within the parameters of the bar code symbology).  Thus, a manufacturer following the HIBC Supplier Labeling Standard might use Code 39 on a case of a product and use Data Matrix on an individual unit dose package.  Or, a manufacturer using the EAN.UCC system might use UCC/EAN 128 on a case of product but use a form of RSS on an individual unit dose package.  As long as a manufacturer chooses a standard and follows it by encoding the information in the correct order and in the correct symbology everyone in the supply chain - distributors  and healthcare facilities with appropriate software programs in place will be able to scan and decode the bar code.

Mandating the use of appropriate machine readable technology, using a healthcare  industry developed and approved standard will help improve patient safety and improve efficiencies in healthcare supply chains.  It will allow the industry to take advantage of advancements in technology to meet their own business needs. However, mandating a particular technology or particular bar code symbology will limit the industry's ability to reach its goals.

