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De/kr. Bensussen

This is in response to your letterof May 29, 1996 makinga submission to theFood and
Drug Administration(FDA) pursuantto section 403(r)(6) of the FederalFoe@ Drug and
Cosmetic Act (the act). Your submissionstatesthatyou are making the following
statementsfor your products:

“your L&@ Echinacea and Goldenseal”
Supports immunesystem
Echinaceacontainsphenolic compounds which stimulatethe growth of the body’s
own immunesystem. GoIdensealcontainsalldoids which help to reduce excess
muums thatmaybe found in the upper respiratory,nasal and ear passages. These
supplementsare importantduringthe cold season for support of normal
respiratoryand sinusfimction.

“Your L&@ Dong Quaii
MenstrualDiscotiort
In tradhionalMIW medkine, alongquai is an importantherbaltonic for women.
Aromatic compounds, cournarinsand essentialoils- considered.themakactive
ingreditits - have been shown to help normalizeuterine contractio& andto
minimke discotiort associated with the monthly cycle.

“Your L&@ Gingef’
Aids digestion
Gingeris a root which hasworid wide usage as an aid to digestive activity. As a
supplement,it’s uniquecompounds can help offset the dkresses which cause
stomach discodort from motion or certainfoods.

We would point out that section 403(r)(6) of the act makes it clear thata statement
included in labelingunderthe authorityof thatsection may not claim to diagnose,
mitigate,trea$ cure, or preventa sp~fic ~1= or cI~s of di~es. yet the s~tements
thatyou are makingfor these products suggest thatthey are in fkt intendedto treator
mitigatea disease. “Your L&@ Echinacea and GoIdenseal” claims that it stimulatesthe
body’s immunesyste~ helps rake excess mucous thatmaybe found in theupper
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Plige’2-A4i. GakBenswsa

~“m~, titi=~dk~tid~*=ld *nfirwWfiof
normal msp”katq and sinusfilXtiO1l. Tkken together, these stateme@ SU1313~thatthe
pdud is inteded fmthe pmvenfiou and ~ of co!&. “Y6ur Mb@ ~W Quaii -
ckiirnsthat it is a traditionalMan medkinej suggeshg that the prCMUCXis ‘~d~ for the
trestmentof~~ VourLife@GingeF*titio*tie*m
which cause stoniach discomilortfrom motion or certainf- suggesting that it is
intendedtotreatortip~ Thcxefo~ these claims do not”meetthe rqukawts
of section 403(r)@) of the act. T&eseolaims suggest that these productsare intendedfor
otlq thanfd use withinthe meaningof don 201(j3) of the a@ and thatthey are
subjectto regulationunderthe drug provisions of the act. Thus, it appus @ ~eSC
products are Mends for drug use within the meaningof section 201@(I)@}of the act.
Ifyou int.dd to make claimsof this_ you should amtact FDA’s Centerfor Drug
Evaluationand Researcla(CDER), Office of Compliance,HFD-3 10,7520 StandkhPlace,
Rociiillq M@iand 20855.

Siicedy yo~

JamesTanner,PhD.
Acting Director, Dkision of Programs and

EAorcement Policy
Office ofSpeckd Nutritional
titer for Food Saf~

.

and Applied Nutrition
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FDA CenterforDmg EvaluationandIkearc& Ofiice of Complian~ HFD-300
FD& Los Angeles D“&trictOffi~ OfIke of Complianq HFR-PA200
FDA Office of ~ Awciate Chnmkioner for Regulatory iMEI@ Office of
lMorcemem~HFG200
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