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Sincerely,

January 12, 2004

Dr. Susan Walker, PhD

Division of Supplement Programs and Compliance,

Office of Nutritional Products, Labeling, and Dietary Supplements (HFS-820),
Center for Food Safety and Applied Nutrition (CFSAN),

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

Dear Dr. Walker: '/> —_
il
Please add the enclosed “PM Validation Package” to the SubmisSign fil n

December 17, 2003 for: An extract of Pueraria candollei var. mirifica Airy Shaw &
Suvatabandhu root powder (hereinafter called “Pueraria mirifica extract”).

At Vickey Lutwak’s direction, we have recopied this document on single-sided
pages. Please note that, in some instances, where the footer indicates “Page 1 of 2,”
no page two appears. This is because the original data was re-copied onto one
page; thus there are no missing data. In these instances, a footnote at the bottom of
the page indicates “end of report, no page 2.”

Our street mailing address for communications is:

Attention: Richard Conant

V.P. Technical and Regulatory Affairs
Life Sciences Division,

AIBMR, Inc.,

4117 S. Meridian,

Puyallup, WA 98373

Phone: 253-286-2888

FAX: 253-286-2886

7

Richard Conant
Vice President,
Technical and Regulatory Affairs

Enclosures: One original and two copies of “PM Validation Package.”



