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April 1, 2003



Dockets Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD 20857

RE:
Prescription Drug Marketing Act of 1987; Prescription Drug Amendments of 1992; Policies, Requirements, and Administrative Procedures; Delay of Effective Date; [Docket No. 92N-0297]  68 FR 4912, January 31, 2003.
Dear Sir or Madam:

I am writing on behalf of members of the Healthcare Distribution Management Association (HDMA – formerly the National Wholesale Druggists’ Association or NWDA) regarding the agency’s notice to extend the effective date of certain requirements of the final rule implementing the Prescription Drug Marketing Act of 1987 (PDMA).  HDMA is the national trade association representing distributors of pharmaceuticals and related health care products.  HDMA active members operate over 240 distribution centers throughout the country.  
After publication of the final rule on December 3, 1999 (64 FR 67720), HDMA joined several industry groups in expressing concerns about the wholesale distribution provisions and their potential impact on the distribution of prescription drugs.  As evidenced by the notice published on January 31, 2003, FDA clearly appreciates the need to comprehensively evaluate input from the public, review the Act’s requirements, and to allow for Congressional action.  Thus, HDMA agrees with the FDA’s decision to extend the effective date to accomplish these objectives.   

Thank you for the opportunity to comment.  If you have any questions, please contact me at 703-787-0000 X240. 
Sincerely, 
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Anita T. Ducca
Director, Regulatory Affairs
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