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Ms. DianeHamcr -
D-r, Nutrition & ReguktoryAfWrs
Nature’s Liie
Gardencirov~ CA 92641-3914

DearMs. Harpec

This is in responseto yourle&rof Mach 1~ 1996making a submission to the Food and Drug
Adminktmtion (FDA) pursuant to section403(r)(6)of the Federal Fe@ Drug, and CosmeticAct
(the act). Yoursubmission states that you am making the following statement in the labelii of
the producW&ixW=” 6-.

Echinaeeaalso stimulates woundhealingby increasingfibroblasts (blood-clottingcells).

We woi.ddpoint out thatsection 403(r)(@of the act makes clear that a statement includedin
labelingunderthe authority of that sectionmay not claim to diagnose, mitigate, tr~ cure, or
prevent a specificd~ or class of &eases. The statement that you are making for.~“~@titi@tik k@d4tititi~te, ~orua&_ktiit
claims to %thmdate wound healing by increasingfibmbksts (bkxxidotting cells).” This Cbh

does not meetthe requirementsof section403(r)@)of the w The claim suggests that this
product is intendedforothcrthanfdw tititiez ofseetion201@ oftheactand
that it is subjectto reguktion under the drugprovisions of the act Furthermow it appearsthat ●

this productis intended for drug use within the meaning of section 201@(l)@) of the w

Ifyou intendto make a claim of this _ you should contact FDA’s Center for Drug -
Evaluationand kearch (CDER),Officeof @nplianq HFD-31O,7520 Standish P%
Rockvillq Maryland20855.

Pleasecontactus if we may be of fbrther assistance.

sincerelyyours,

● ✍
✎✍

James T.Tanner
Acting Director,
Division of Programs and

Enforcement Policy
Office of Special FWritionak
Center for Food Safety

and AppIi@ Nutrition . -
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