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Mr . Gerald Gettel °
Herbal Extract Company of North America
1964 310'' Avenue
Lengby, Minnesota 56651

Dear Mr. GetteL-

This is in response to your letter of July 23, 2007 pursuant to 21 U .S .G. 343(r)(6) (section403(r)(6) of the Federal Food, Drug, and Cosmetic Act (the Act)) concerning the product
Clitoria Cream .

Thi s product does not appear to meet the statutory definition of a dieta ry supplement
contained in 21 U . S . C. 32 1 (ft), and therefore, can not be marketed as a dieta ry supplement.Rather, this product appears to be a drug under the Act . We expla in the basis for our opinionbelow .

The term "dietary supplement" is defined in 21 U .S.C. 32 1 (fl) . 21 U . S.C. 32 1 (ffl provides
that the term means a product (other than tobacco) intended to supplement the diet that bearsor conta ins a vi tamin , a mineral, an herb or other botanical, an amino acid, a dieta ry
substance for use by man to supplement the diet by increasing the total dietary intake, or aconcentrate, metabolite, constituent, ex tract, or combination of any of the above ingredients .21 U. S . C . 32I (ffl further states that dietary supplements are intended for ingestion in a form
descr ibed in 21 U .S . C . 354(c)(I)(B)(i) or in compliance with 21 U .S.C . 350(c)(1)(B)( ii), are
not represented as conventional food or as a sole item of a meal or the diet, and are labeled asa dietary supplement.

An a rticle that is applied externally is not "intended for ingestion ." As stated above, the
definition of dietary supplement in 21 U.S . C. 32l (ff) states that a dietary supplement is aproduct "intended for ingestion ." The term "ingestion" has been addressed by the court inUnited States v . Ten Cartons, Ener-B Nasal Gel , 888 F . Supp. 381 , 393 -94 (E . D.N . Y . ) , aff'd ,72 F .3d 285 (2d Cir. 1995), which states :

The ord inary and plain meaning of the term "ingestion" means to take into thestomach and gastrointestinal tract by means of enteral administration . See Stedman'sMedical Dictionary (4th Lawyer's Ed . 1976) (defin ing ingestion as the "introductionof food and drink into the stomach . "); Webster's Third New Internat ional Dictionary(1976) (de fining ingestion as "the taking of material (as food) into the digestivesystem.") . . .
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