VIA FedEx Delivery

Ty 5
[ -
,,,,, T

a0 T
Office of Nutritional Products, Labeling and Dietary Supplemerits“‘(ﬁlQS-Bm)w
Center for Food Safety and Applied Nutrition e
Food and Drug Administration

et

TR
ARG

5100 Paint Branch Pkwy JAN 2 1 2003

College Park, MD 20740

Re. Cooper Concepts, Inc. - Statement of Nutritional Support Notification

To Whom It May Concern:

We are hereby informing you that Cooper Concepts, Inc. (“Cooper”) expects to
distribute and initiate marketing of new dietary supplement products that require the
submission of a notification to FDA under 21 C.F.R. § 101.93. The three multivitamin
products, marketed under the trade name “Cooper Complete,” contain folic acid,
vitamins B6 and B12, and other vitamins and minerals. As noted, three distinct
products are expected to be marketed under the “Cooper Complete” trade name:

(1)  Cooper Complete Iron Free multivitamin;

(2)  Cooper Complete With Iron multivitamin; and

(3) Cooper Complete Elite Athlete multivitamin.

The following statements will be made for these three products:

“Helps support the maintenance of healthy levels of homocysteine and C-reactive
protein.”

“Helps maintain oxidized LDL cholesterol levels already in the normal range.”
Cooper’s address is: 12200 Preston Road, Dallas, TX 75230.
| hereby certify that the information contained in this notice is complete and accurate,

and that Cooper has substantiation that the statement is truthful and not misleading.

Sincerely,

odd Whitthorne

President and Chief Operating Officer
Cooper Concepts, Inc.
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