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Manufacturers of Fresh Botanical Extracts

[erra |
John B. Foret
Director
Division of Compliance and Enforcement/ONPLDS N
Center for Food Safety and Applied Nutrition T
Food and Drug Administration HFS-810 I
5100 Paint Branch Parkway
College Park, Maryland 20740 April 3, 2002

APR 1 ¢ 2007

Dear Sir:

This letter is in response to your letter of March 26, 2002 in regard to our name
and structure function claim as follows:

Cholesterol Vital Balance
Supports Healthy Cholesterol Metabolism

You stated this name and claim might imply a disease claim and therefore did not meet
the requirements of 21 U.S.C. 343(r)(6). For this reason we are changing the name and
structure function claim. We used as guidance the section which you referenced in the
preamble to the January 6, 2000 final rule on structure function claims which discusses
cholesterol ( 65 FR 1000 at 1018 ). We used the suggestions contained in this section to
avoid any implication of a disease claim. The name and structure function claim are as
follows:

Cholesterol Vital Maintenance
Helps maintain cholesterol levels already in a normal range.

We feel that this does meet the requirements of 21 U.S.C. 343(r)(6) as required

for dietary supplements. Please call at 828-883-5938 if you need addition information or
if you have any questions.

Sincerely,
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James A. Grant
975 01612 LET Regulatory Compliance Officer
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