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Dear Mr. Guettermann:
...:>

This is in response to your letter of February 5, 1997 making a submission to the Food
and Drug Administration (FDA) pursuant to section 403(r)(6) of the Federal Food,
Drug, and Cosmetic Act (the act). Your submission states that you are making the
following statements for your products:

“Echinacea/Golden RootTMImmune Support Blend” (Blackberry Flavor, 1 F1. Oz., 2
F1. Oz., and 4 F1. Oz.; Orange Flavor, 1 F1. Oz., 2 F1. Oz., and 4 F1. Oz.)

This blend contains herbs which support the body’s ability to resist the onset of
infection.

“Vi BlendTMImmune Support Blend” (1 F1. Oz. and 2 F1. Oz.)
This blend contains herbs which sLIpportthe body’s antiviral capabilities.

Section 403(r)(6) of the act makes it clear that a statement includcxl in labeling under
the authority of that section may not claim to diagnose, mitigate, treat, cure, or prevent
a specific disease or class of diseases. Yet, the statements that you are making for
these products suggest that they are in fact intended to prevent, treat or mitigate a
disease. “Echmacea/Golden Rootm Immune Support Blend” (Blackberry Flavor and
Orange Flavor, all sizes) claim that they support the body’s ability to resist the onset of
infection, suggesting that they are intended to prevent or treat infection.. “Vi BlendTM
Immune Support Blend” (1 F1. Oz. and 2 F1. Oz.) claim that they support the body’s
antiviral capabilities, suggesting that they are intended to treat or mitigate viral
diseases. Therefore, these claims do not meet the requirements of section 403(r)(6) of
the act. These claims suggest that these products are intended for other than food use
within the meaning of seetion 201(g) of the act, and that they are subject to regulation
under the drug provisions of the act. Thus, it appears that these products are intended
for drug use within the meaning of section 201(g)(l)(B) of the act. If you intend to
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make claims of this nature, you should contact FDA’s Center for Drug Evaluation and
Research (CDER), Office of Compliance, HFD-3 10, 7520 Standish Place, Rockville,
Maryland 20855.

Please contact us if we may be of further assistance.

Sincerely yours,

James Tanner, Ph.D.
Acting Director, Division of Programs and

Enforcement Policy
Office of Special Nutritional
Center for Food Safety

and Applied Nutrition

Copies:
FDA, Center for Drug Evaluation and Research, Offkx of Compliance, HFD-300
FDA, Denver District Off&, (Office of Compliance), HFR-SW200
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of

Enforcement, HFC-200

cc:
HFA-224 (w/incoming)
HFS-22 (CCO, KCarson)
HFS-456 (r/f, M.ham, Moore w/cpy incorrhg)

HFS-450 (w/control slip 0SN#51 141, r/f)
HFD-304 (Aronson)
HFS-600 (Reynolds)
r/d: HFS-456:JELatham:jel:03 /18/97 :DocName#51 141.0SN:Disc3

. ... . . ..



February 5, 1997

Dr. Elizabeth Yetley
Director of the OffIce of Speci& Nutritional
Center of Food Safety& Applied Nutrition
Food & Drug Administration
200 c. St.Sw
Washington, DC 20037

Dear Dr. Yetley:

Enclosed with this letter are copies of labels with structure/function statements Herbs
for Kids will use on its herbal extracts. It is my understanding these statements follow
the regulations set forth by DSHEA.

If you have questions, please call me.

Sincerely,

Steve Guettermann
Gen. Mgr.

-----

Herbs for KidsTM, Inc.
151 Evergreen Drive, Suite D w Bozeman, MT 59715

(406) 587-0180 w FAX (406) 587-0111
A division of Prairie Smoke Corporation
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