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Product Quality Research Institute




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FDA Draft Guidance on Blend Uniformity Analysis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 the attached comments relative to the recommendation entitled “The Use of Stratified Sampling of Blend and Dosage Units to Demonstrate Adequacy of Mix for Powder Blends.”

To familiarize you with the Product Quality Research Institute, we are a unique organization that for the first time brings together the majority of the pharmaceutical community including over-the-counter, innovator and generic pharmaceutical industry, academia and the FDA (specifically the Center for Drug Evaluation and Research) to address issues related to pharmaceutical product quality.  In March 2002 the recommendation noted above was submitted to FDA, which reviewed its content and returned comments.  After meetings with representatives of CDER’s Office of New Drug Chemistry, Office of Generic Drugs and the Office of Compliance, the FDA’s comments were addressed and a revised recommendation was submitted to Dr. Janet Woodcock in March 2002.  This revised recommendation resulted in a new draft guidance being issued by FDA and now open for public comment.

The attached comments are not new comments from the PQRI organization.  The attached merely reflect those public comments received at the PQRI Blend Uniformity and Dosage Uniformity Workshop held in December 2003 for the purpose of receiving comments and answering questions relative to the content of the PQRI recommendation and the subsequently released FDA draft guidance.  We, therefore, request that the 
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attached 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).

Sincerely,
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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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