
.’ -
.: .

-. “ _. ==. .

&

_#%

,’
.

-. SW 2“4 1996

Ms.JanetsperIy
MaricetingAssistant

“ Flor&Inc. .-
P.O. Box 950
Lyndeq Washington98264

Dearlm.sperry .

This is in response to your letter of August 14, 1996concerningthe statement of nutritional
support that you are usingon your product BioPectinWModiied CXtxusPectin. Yourletter was
in response to a letter fkomthe Food and Drug Admi&&ab“on(FDA) dated July 24, 1996. You
state that you are makingthe followingstatementon the label or in the Iakling of your product
%IOPeCtinwModifkd Citrus P&tin.

Modifiedatrus pectinis a natural complexcarbohydrateextracted from a selectionof fine
atrus fit pulps. BIOPeCtinWis abmbed into the bkmdstreaq where it attaches to
undesirablecell%helpingyour body to &ninate them. This maybe particularly&Jpthl for
inhiii the spread of dekctive prostate oells.

Any statementthat claimsthat an ingredientin a product is intendedto attach %0 undesirable
ce@ helpingyour body to elimktethed’ and is intendedto be’%elpildfor inhiiithe spread
of dektive prostate calls”is not a statementpedtted under seotion403(r)(6) of the Federal
I%@ ~ and CosmeticAct (the sot), whichwould descrii the role of a nutrient or dietary
.mgrediehtintendedto aflkctthe stxuct& or fbnctionin humans. Inste@ rather a statement of

.- . ..- . fie:typeduit-you rnake.is.subjeotto regulationund.erthetig PrQ~Q!lS.Qftk Wk .* S@@dJQ -.. .:. ~..
w p@OUS le-tjer;ti “state&Iit%&@& ti-ti P&dU-ii”ii &nd-&l ti-pti~ ‘~ of -. . ..

. “initiglit6piostate diseasb.-?lierdorq Kyou-@d:ti:*e.*. of@-:you”*o@a” :“ - . ... .
.ixintictFDA%Ceiiter.foi DrugEvakatioriaiid R&&irch(CDER),‘OfR%6f@rnpliaht& ~“” ‘- -
310,7520 StandishPlacq Roclwilk+”Ma@and 20855. . .

.

Section403(r)@)@)of the act requires that “the manufacturerof the dietmy supplementhas
substantiationthat such statementis tmthfid and not misleading.” However, there is no
requirementthat the manuikturer share this “tiormationwith the H)A Substantiationof a claim
is not relevantto makinga determinationthat a claimis intended to affkctthe structure or
fimctionin humans,and is permittedon the labelor in the labelingof a dietary supplementunder
section403(r)(6)of the ax or that the claim is for an article intended to diagnose, mitigate, treat -
cure, or prevent a specific disease or class of&eases, and therefore, subjects the product to
regulation under the drug provisions of the act.

47s-0/63 ~&”7-c2y



.: ’._ -,. .&-,-. .L ..-.
.—-. , —- w ,.

.7

.. . *
.

Page 2-M. Janet Speny

Plq!leOontactusifwemaybeoftiutherawaance.

sincerelyyotu?&

Jaines~anner, PhD.
Acting Due@or,
DivMonof Programs and

Enfiorcenwlt Policy
Otike of SpecialNutritional
Center for Food Safbty

and AppliedNutrition

Copies:
FDJ&Centerfor Drug Evakation and Resear4Officeof Complianq HFD-300
FDA SeattleDistrict Offi~Offioeof Compti HF’R-PA340
FDA Officeof the AssociateCommissionerfor RegulatoryMI%@ Officeof Enforcement
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