July 11, 2002

Mary C. Gross

Office of Drug Safety

Center for Drug Evaluation and Research

Food and Drug Administration

5600 Fishers Lane, room 15B-32

Rockville, Maryland  20857

Dear Ms. Gross:

I am writing on behalf of the Healthcare Distribution Management Association (HDMA) to request an opportunity for presentation of member views at the July 26 public meeting on the development of regulations on bar code labeling for human drug products. HDMA is the national trade association representing healthcare product distribution in the United States.  HDMA members operate over 260 distribution centers nationwide, distributing healthcare products and innovative services to approximately 118,500 pharmacy settings including independent, chain, hospital, mail order pharmacies and mass merchandisers, food stores, long-term care, home health facilities, clinics and HMOs. 

Robert Schwartz, the Barnes Division President of the H.D. Smith Wholesale Drug Company, and current Chairman of the Board of HDMA, would be pleased to present an overview of the Association, discuss the current state of the industry’s acceptance of bar codes and the technology available to support this initiative. Mr. Schwartz would also highlight the benefits of bar coding and present industry statistics related to bar code usage in the manufacturer, distributor, and hospital customer settings. Finally, he would provide expert insights into how the changes to the identification systems FDA is considering could impact the healthcare supply chain. 

HDMA has traditionally been a strong supporter of efforts to reduce medical errors. We have been an active participant in the National Coordinating Council for Medication Error Rates and Prevention (NCCMERP) since 2000. HDMA has also been a pioneer in promoting the usage of bar code standards in the healthcare industry since the early 1990’s. We have worked collaboratively with the Health Industry Business Communications Council (HIBCC) and the Uniform Code Council (UCC) to develop voluntary guidelines for the industry. Additionally, we have developed our own industry positions and guidelines on the usage of bar codes. 

HDMA members are very significant stakeholders and should be part of any discussion about healthcare product bar code labeling requirements.  We would very much appreciate the opportunity to provide information and present our views at the July 26 public meeting on these issues.  We look forward to continuing to work in cooperation with NCCMERP, FDA and the healthcare community to find solutions that will improve patient safety without disrupting the flow of products through the healthcare system.  Attached, please find a brief summary of our proposed presentation.  Thank you for your considering our request.  

Sincerely,

/s/

Diane Goyette, RPh, JD

Director, Regulatory Affairs 

