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July 12, 2002

Document Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD 20852

Dear Sir/Madam:

Please accept this electronic copy of the written statement of the United States Pharmacopeia to Docket No. 02N-0204 Bar Code Label Requirements for Human Drug Products for consideration during the FDA’s public meeting on July 26, 2002.

USP appreciates the opportunity to comment on this important issue. USP’s views reflect those developed by the National Coordinating Council for Medication Error Reporting and Prevention.  USP is a member of this Council and also provides secretariat support to it.

Sincerely,

Diane D. Cousins, R.Ph.

Vice President

Center for the Advancement of Patient Safety

cc: Roger Williams

      Eric Sheinin

      Claudia Okeke

      Larry Paul
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I.
Background on USP


Founded in 1820, USP is a private not-for-profit organization whose mission is to promote the public health by establishing and disseminating officially recognized standards of quality and authoritative information for the use of medicines and related articles for professionals, patients, and consumers. 

Standards-setting activities are conducted by the USP Council of Experts.  USP’s expertise as a standards-setting body has been recognized in numerous federal laws. USP standards are published in the United States Pharmacopeia and National Formulary (USP-NF).  These standards are officially recognized in the Food, Drug and Cosmetic Act and are enforceable by the Food and Drug Administration.  Thus, USP's primary publications are official compendia of the United States.  More recently, Congress named USP and NF as the official compendia for dietary supplements.       

Key components of USP’s legal authority derive from efforts to improve patient safety.  For example, prior to 1938 only USP standards for determining the identity, strength, quality, and purity of articles used in medical practice were legally enforceable, but that year Congress recognized and made legally enforceable USP packaging and labeling requirements in response to numerous fatalities resulting from the accidental ingestion of bichloride of mercury tablets.  At that time, compendial packaging and labeling standards for bichloride of mercury tablets (a disinfectant), which was frequently and mistakenly taken for mercurous chloride tablets (a cathartic), recommended the following:  

“[t]ablets of an angular shape having the word “poison” and skull and crossbones design distinctly stamped upon it.  The tablets are to be colored blue.  They are to be dispensed in securely stoppered glass containers on the exterior of which is placed a red label bearing the word “poison”.”  

Even today, many of our monographs (e.g., potassium chloride for injection concentrate) incorporate legally enforceable packaging and labeling requirements for the purposes of reducing medication errors.

II. USP Reporting Programs  


In 1971, USP's historical concern with the quality of drug products led it to  collaborate with the FDA and the American Society of Health System Pharmacists to create the Drug Product Problem Reporting Program — a national program in which health professionals were asked to voluntarily report problems experienced with drug products on the market.  These defects often related to inadequate packaging or labeling such similarity in color or design of the label, or similar sounding drug names.


USP’s focus today is on both the product and on the system in which the product is prescribed, dispensed, administered, and used.  USP does not set practice standards per se, but as a practical matter, many of USP's standards indirectly affect professional practice and many practice standards are based on USP standards.


(a)
Medication Errors Reporting Program
In 1991, USP began working with the Institute for Safe Medication Practices to coordinate the Medication Errors Reporting (MER) Program.  Since then, the MER Program has received more than 7,000 reports of actual and potential medication errors.  These reports have identified errors in various health care delivery environments, including hospitals, nursing homes, physicians’ office, pharmacies, emergency response vehicles, and home care.

Through these reports, USP has come to understand that errors are multi-disciplinary and multi-factorial.  They can be committed by experienced or inexperienced staff, by health professionals, support personnel, students, and even patients and their care givers.  Medication errors can occur anywhere along the continuum from prescribing to transcribing to dispensing and administration.  The causes of errors may be attributed to human error, to product names or designs, or to the medication handling and delivery systems in which the products are used and in which individuals operate and interact.  As each MER report is received, it is shared with the product manufacturer and with the Food and Drug Administration.  FDA has made use of this information for regulatory and policy purposes.

In 1995, USP helped form the National Coordinating Council for Medication Error Reporting and Prevention.  The NCC MERP, for which USP serves as secretariat, brings together 23 national organizations and agencies to promote the reporting, understanding and prevention of medication errors.  The NCC MERP has developed a standardized definition of medication error and a taxonomy for error reporting.  It has also issued numerous recommendations for the labeling, packaging, storage, distribution and administration of medications including recommendations for standardizing bar coding on medication packaging.

(b) 
MedMARx

Through USP's work with the MER Program and other collaborative efforts, USP realized the need for national standardization of medication error reporting, especially in hospitals. USP set out to develop and refine such a model for hospitals, and then broaden the model to include other health care settings and other types of reporting such as adverse drug reactions.  On July 27, 1998, USP made MedMARx available to hospitals nationwide. 

MedMARx is an internet-accessible, anonymous reporting program that enables hospitals to voluntarily report, track and trend data incorporating nationally standardized data elements.  Hospitals use the program as part of the organization’s internal quality improvement process.  

Currently, over 500 hospitals have enrolled in the MedMARx program and other hospitals and health systems are joining rapidly. Since 1998, more than 210,000 records have been submitted to the MedMARx database.  USP has issued a summary of MedMARx data collected in 1999.  In that first calendar year, 6224 reports were submitted by 56 facilities.  For the 2000 data report, which was released on May 20, 2002, participation strengthened to 184 hospitals submitting 41,296 reports.  In the third calendar year (2001), 368 facilities contributed 105,603 reports representing an increase of 100% in active facilities and nearly tripling the number of reports.

III. Current USP Activities


In its last 30 years, USP has been in the forefront of innovative efforts to promote patient safety.  This focus arose because of USP's historic concern with the quality of therapeutic products.  Over the last decade, two projects have specifically focused on mechanisms involving the display of label information and the identification of medications.


In the first project, the joint USP-FDA Advisory Panel on Simplification and Improvement of Injection Labeling examined, in 1994, the problems with overcrowded labels on injectables.  The panel issued a set of extensive recommendations for changes to USP monographs and General Chapter requirements as well as the Food, Drug and Cosmetic Act and the Code of Federal Regulations. 


In the second project, the USP proposed, in the early 90’s and again in 2002 (based on a 2000 Convention Resolution), the development of a standardized imprint code for all solid oral dosage forms to uniquely identify a particular solid oral dosage form quickly and easily.  The code would be non-manufacturer-specific in that each given strength of drug or unique combination of strengths of drugs would be assigned a specific nonproprietary code.  This code would be utilized by every manufacturer of this dosage form.


Five of 32 volunteer Expert Committees of the USP Council of Experts have engaged in the most recent activity to address these proposals. These Expert Committees are:

Packaging, Storage, and Distribution 

Nomenclature and Labeling

Safe Medication Use

Parenteral Products – Industrial

Pharmaceutical Dosage Forms

USP believes that these initiatives can be influential in the usefulness and effectiveness of bar coding for medication packaging in health care.

IV. Statement on Bar Coding


The 1999 Institute of Medicine (IOM) report, “To Err is Human: Building a Safer Health Care System,” recognized that bar coding“ is an effective remedy…[and] a simple way to ensure that the identity and dose of the drug are as prescribed, that it is being given to the right patient, and that all of the steps in the dispensing and administration processes are checked for timeliness and accuracy.”


In June 2001, the NCC MERP issued a set of seven recommendations, which include a call-to-action that USP and FDA “collaborate with pharmaceutical manufacturers and other appropriate stakeholders to establish and implement uniform bar code standards down to the immediate unit-of-use package.”  NCC MERP also urged the expeditious implementation of its recommendations.  NCC MERP emphasized the urgency of these recommendations so that health care practitioners and organizations could benefit from machine-readable codes, which must be physically present in a standard format on unit-of-use medication packaging.


In so far as USP is concerned, USP could provide standards for bar coding requirements that would be enforceable under the FD&C Act for official articles.  Further, because many states recognize compendial labeling requirements, USP bar coding requirements thus could be extended to practice situations, such as computerized prescription writing and pharmacy dispensing labels.


Label readability and product identification have been ongoing issues important in tracking and controlling product quality and information as a pharmaceutical product moves from the manufacturer to the patient. The specific value of a bar-coded package lies in its documented capability, based on advanced bedside technologies, dispensing systems and information systems, to reduce medication errors.  Based on medication errors reported through the USP reporting programs, confusion over the similarity of drug names accounts for approximately 15% of reports submitted and as many as 33% of reports cite labeling and packaging concerns as contributing to errors. Bar coded products can help reduce such errors and have broad impact that spans the multiple phases and settings of health care delivery.


USP views the bar-code requirement as a part of a larger medication error prevention approach, which includes useful and clear names for compendial articles (ingredients and products), imprint codes, label simplification, and even standardized prescription ordering.  USP is developing a new General Information chapter on unit-of-use packaging that may include a discussion of bar codes.  USP is considering the advisability of developing other General Information chapters that would include guidelines regarding imprint codes, label readability (content, font size, product photo on label, etc.), etc. 


Therefore, USP supports the 3 December 2001 Federal Register proposal, but believes that exemptions should be issued for certain containers, i.e., ampoules/vials of 5 ml size or smaller, based on the limitations of current technologies to convey information for such package sizes.  USP also supports the 3 December 2001 Federal Register proposal regarding human drug labeling. 


Finally, USP recommends that a bar code contain, at a minimum, the product NDC number, lot number and expiration date. This recommendation is contingent on FDA revision of the current NDC system to provide greater accuracy and consistency to the codes. Bar codes should be standardized and should be present on packaging at the point of care.








