a3 Stnndnrd
DR Process.

Whole Food Supplements ‘

E@EUVE

APR 26 2001

April 24,2001

The Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied Nutrition

Food and Drug Administration - -
200 C. Street SW. |

Washington, DC 20204

Dear SirMadM'

This is a notification-pursuant to 21 U.S.C. 343(r)(6) that Standard Process Inc., Palmyra, Wlsconsm
53156-0904, is making the following statements: : v

1. Betacol enhances the cleansing function of the llver and dlgestlve systems and supports thelr '

shared roles in metabohzlng fats.

" These statements are made for a d1etary stipplement containing a propnetary blend of Tillandsia

usneoides, soy (bean), bovine liver PMG™ extract, betaine hydrochlonde calcium lactate, defatted
wheat- (germ), potassium bicarbonate, choline bitartrate, inositol, disodium phosphate, bovine
adrenal Cytosol™ extract, oat flour, and ascorbic acid. Other 1ngred1ents include gelatin, water,

‘niacinamide, pyridoxal 5 phosphate natural colors, and ca1c1um stearate. The name of the product-
18 Betacol® o

The information contamed herein is accurate and Standard Process Inc. has substantiation that the
statements are truthful and not misleading.

| Smcerely yours,

ot 77 M
Amm Holden
Standard Process Inc.

'973‘0152' LET. 7953
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