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April 17, 2002

Reference No. FDAA02011



VIA FEDERAL EXPRESS









VIA FAX

Dockets Management Branch, HFA-305

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD 20852

SUBJECT:
Request for Extension to Submit Comments for the Draft Guidance entitled, “Guidance for Industry:  Use of Nucleic Acid Tests on Pooled Samples From Source Plasma Donors to Adequately  and Appropriately Reduce the Risk of Transmission of HIV-1 and HCV” Docket No. 01D-0584  

Dear Sir or Madam:

The Plasma Protein Therapeutics Association (PPTA) is requesting a thirty-day extension for the submission of comments on the Draft Guidance entitled, “Guidance for Industry: Use of Nucleic Acid Tests on Pooled Samples From Source Plasma Donors to Adequately  and Appropriately Reduce the Risk of Transmission of HIV-1 and HCV.”   PPTA is the trade association and standards-setting organization of the world’s major producers of plasma-derived and recombinant therapies.  Our members provide 60 percent of the world’s needs for Source Plasma and plasma-derived protein therapies.  
During a telephone conference call on April 10, 2002, CBER representatives requested that PPTA include specific information on Industry practices.  PPTA is requesting this additional time to obtain the appropriate information from our member companies.  This extension would allow us to clearly provide the information requested by the Agency.   
If you have any questions, please contact me at 410.263.8296.  Thank you for your consideration.

Respectfully,

Trish Landry

Director, Regulatory Affairs

cc:
Craig Mendelsohn, M.D., J.D. (PPTA North America)


Mike Kanaley (PPTA Source)


Chris Healey (PPTA North America)
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