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August 26, 2005

Barry Rothman 

Consumer Safety Officer 
c/o Division of Dockets Management (HFA-305)

Food and Drug Administration

5600 Fishers Lane

Rockville, MD  20857

RE: Draft Guidance: “Expiration Dating of Unit-Dose Repackaged Drugs: Compliance Policy Guide” Docket Number 2005D-0174 (70 Fed. Reg. 30953; May 31, 2005)

Dear Mr. Rothman:

The Healthcare Distribution Management Association (HDMA) appreciates the opportunity to submit the following comments in response to the Food and Drug Administration (FDA) draft Guidance: ”Expiration Dating of Unit-Dose Repackaged Drugs: Compliance Policy Guide.” 

HDMA is the national trade association representing full-service distribution companies responsible for ensuring that billions of units of medication are safely distributed to tens of thousands of retail pharmacies, hospitals, nursing homes, clinics, and other provider sites across the United States.  As government licensed entities, healthcare distributors ensure product safety and provide the vital link between manufacturers and healthcare providers by warehousing finished products, processing orders, keeping records, managing inventory, supplying information systems and software, processing recalls and returns, providing accounting services and extending credit.  

Several of HDMA’s members also operate FDA registered and regulated, cGMP compliant facilities to perform the function of repackaging pharmaceutical products on behalf of retail and institutional pharmacies.  Among repackaging’s many purposes is ensuring availability of products packaged in the specific forms needed to facilitate patient safety and help patients and caregivers effectively manage medications.  

In 2004, the HDMA Board of Directors approved the establishment of a Packaging Committee (PC) to develop initiatives that support the safe and effective distribution of healthcare products, to respond to questions and proposals impacting the wholesale packaging and repackaging community, and to create and exchange industry knowledge of interest to packagers and repackagers.  

HDMA agrees with the draft guidance’s references to the U.S. Pharmacopoeia (U.S.P.) description of the beyond-use dating in its General Notices and Requirements section.  Thus, we recommend that the Agency publish the final guidance with no changes to the draft.  

On behalf of its members, HDMA would also like to extend its appreciation for FDA’s efforts to produce this needed document and the opportunity to comment.  If you have any questions, please do not hesitate to contact me at 703-885-0240 or electronically at aducca@hdmnaet.org.  

Sincerely,







Anita Ducca

Director, Regulatory Affairs 
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