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%. Food and Drug Administration
Washington, DC 20204

Mr. Brian Ross
President
Te Nation, Inc.
1125 SE Madison
Suite 100 “B”
Portland, Oregon 97214

Dear Mr. Ross:

This is in response to your letters of February 12, 1999, to the Food and Drug
Administration (FDA) pursuant to 21 U. S, C. 343(r)(6) (section 403(r)(6) of the Federal
Food, Drug, and Cosmetic Act (the Act)). Your submission states that Te Nation, Inc.
is making the following statements, among others, for the products:

Echinacea Te

“Colds, flu and other yuckiness have ruined our days . ..”
“.. world of colds, flus and achiness, enjoy a cup of sanctuary”

Ginger Te

“Stomach aches, fevers and migraines have plagued us... ”
66. . .a natural remedy for practically anything that makes you wish you had an
airsick bag... ”

Throat Te

“Sore throats have been a pain in the neck... ”

21 U. S .C. 343(r)(6) makes clear that a statement included 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. The statements that you are making for these

products suggest that they are intended to prevent, treat, cure, or mitigate diseases.
These claims do not meet the requirements of 21 U. S .C. 343(r)(6). These claims
suggest that these products are intended for use as drugs within the meaning of21
U.S.C. 321(g)(l)(B) and that they are subject to regulation under the drug provisions of
the Act. If you intend to 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.
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Please contact us if we may be of further assistance.

Sincerely,

Lynn A. Larsen, Ph.D.
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, Office of Compliance, HFD-300
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of
Enforcement, HFC-200
FDA, Seattle District Office, Office of Compliance, HFR-PA340

cc:

HFA-224 (w/incoming)
HFA-305 (docket 97 S-0163)
HFS-22 (cCo)
HFS-456 (File)
HFS-450 (file, r/f, OSN#63752)
HFD-310 (BWilliams)
HFD-314 (Aronson)
HFS-605 (Bowers)
HFV-228 (Benz)
HFV-232 (Brown)
GCF-1 (Nickerson, Dorsey)
r/d: HFS-456:RMoore:2/19/99
reviewed: GCF- 1:DDorsey:3/1 6/99
f/t: HFS-456:rjm:3/17/99 :docname:63752. adv:disc35
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To Lhe Office of Special Nutritional,

The purpose of thw letter is to provide nohficahon of a statement of nutritmal sucpcIrt /o!
Echin.acea T@ by TG Nati~n Ectwnacea 1-5 is a ready to drink herbal tea in an aseptic package

The herbal supmemen! that IS toe subject o! the statement IS Echlnacea foot. The text of the
Sta[emeot Is me follwmq’

“Wellness Booster “

“TO get the most out of Echmacea T@drink. it hot. Start drinking it as soon as you begin to feel like
{w need a bcosr. Drifik about 5 cups a day But don’t over UOit The twnefits of ech:nacea may
‘ww CWJ:after a couple of weeks Wait a week or so before yOLIbegin to SIP again

“UheLN”oduci’s herbal supplemental are

Ecfwacea mot Iangustifoha & purpureo)
BarLerry bark (berberk vdgans)
Oregon Grape root (rrrahonia reperm)
St. JOtif7SWOti (hyfxwcm perforatwn)

Recommended dosage; 5 CUDS (serwngs) per day

Warning; Recommended for adults only. Take only when needed Echmacea should not be UseCt

by anyone with tuberculosis. Ieukoses, coloagenosis, multlple sclerosis, AIDS, HIV infections, or
other auto immune diseases. Do not use If you have allergles to the daisy family (Asteraceae) or
are pregnant or nursing.

T12Nation has substantiation that the statement made under 403 (6) (r) is truthful, not misleading,
and scientifically valid and that the product does not present a significant or unreasonable risk of
illness or injury under the conditions of use recommended or suggested m the labeling.

Sincerely,

/-? -
ZJ-’L-. /“z----

Brian Ross

a

P

President, T@Nation, Inc. Tet
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