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March 5, 2004
Ms. Jennie C. Butler

Administrative Proceedings Officer

Office of the Commissioner

FDA

Building FHSL

HFA-305 -- Room 1061

Rockville, MD  20857


Re:
Docket # 03D-0493



FDA Draft Guidance on Blend Uniformity Analysis

Dear Ms. Butler:

On behalf of the Steering Committee and the Board of Directors of the Product Quality Research Institute (PQRI), I am pleased to forward comments on the FDA Draft Guidance referenced above.


The attached comments are the result of a review of the FDA Draft Guidance on Blend Uniformity Analysis made by the PQRI Blend Uniformity Working Group, the authors of the original recommendation submitted to FDA in March 2002 and subsequently revised and resubmitted in March 2002 addressing FDA’s questions and concerns.  The attached document reflects the views of the Working Group and PQRI.  We, therefore, request that the comments be included with other public comments now posted on the FDA docket # 03D-0493, noted above.

Should you have any questions, or need clarification, please do not hesitate to contact me (203-798-5701).
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Sincerely,

Gordon Hansen

Chair

PQRI Steering Committee

Attachments

cc:
Helen Winkle

Ajaz Hussain

Jon Clark
PQRI Steering Committee

PQRI Board of Directors

PQRI Blend Uniformity Working Group
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