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VL% FACSIMILE AND RF.GULAR MiUL

Ms. Chris~in& I.ewi.s ~1?%451)

D(.?JN1IYDirccUx-
(Ji_fiue Of Spc=cid NL,m_iTiOnxls

(ktt?l- fO1- ~c’x)d %ft?w :l!ld Appk’d NuL’rition
F_ooci :uud Drug Admini.mm ion.
200 c sn”m,5.W.
Washingon, DC 20204

Rc: GG-EW! Afi//s, 177(:; W!Y)k G-n%z hcdc A Mrbonktii .$M.EVIOZ CLztin Ai>f;jkxtiuz

13c.u- Ms. Lewis:

(Dn bcklf of <~eneral Mills, In<-. (uGeneral Mills”), 1 nxkc the following s~lpplenwnts to

[he ‘Wfllolc Grain Foods fhdmriLal.i ve StaI ement Claim Norificmion ,“ suhird L-y

l);{IL{N1Boggs LH’, on bd~;llf of G m-m-d Mills, on March 10, 1999. These arnendnwnm
;Jremade without prcj uclicing rhe 120-d:ly nc:)Lification period set fol~ll k sccrion 303 of
dle Food and 1lrug Adrnirkation Modcrnizxion &t of 1997 (“ FI >AMA”). I

1. Difference from Existing Claims

Tl~cInorific,&n is amcmkd L(Iinclude the following SGIWIneKN OLI pJgC 27”, i.nmwiia[cly

[ollowing dw last parxgraph of sccrion VII, ‘“C2msistency ~lth (~umently F.mhol-izcxi

Health (.laims,’> and pmccding secrion VIII, “ Cklciusi(m”:

““l’he whole ~raln roods claim is nm cquit’idcnr TOmy audmriz~d hmkh c1linls, including

d~ose [or fiber. The whole gr~in foods, claim refers KO‘diets lich k whole gr;tin 10 CX1.Sand
other pk.nt foods,’ M opposed LO hber-containing foods. Rwher hn fibc;- being a food

~ompuncnr rcfcrrcd to in 1he claim as ntx-essaly for rhc bcnefkd rckiond-ip. dx whok
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groin c]ainlt-(tc{>gni7.es r.]~eexplic]t w[Jl-Ckllg,mdirlleIlde~{ lIleWfil~, ("lfllle:lLllllc}rit:lLive
>Mtemem: whole groin foods themsel~-e.s have A hencfkial cffax chat cannot bc .uwiburcci

to film-, or any odwr single conqxmenr of the foods. Furdlernlorc, bcc~lusc diets rh:x
s:~risfydlc whok grain cbim, do xxx necessm-ily smisij &c fiber clainls, and vice versa, ~hc

cl<irns arc ckarly mundy CXCIUsivc. ‘l”llus, the proposal whole grxin foods claim sa~isfics
133.4MA’s rcquiru-ncnu bemuse ir is appropriarcly based on m surllolimivc srwcmcnr,

1 dy-wdIon7xd health claim.”mld is m )1 equiv3.lent to an 3 rcn

2. Model C1ain~

The mode] ~.]zinlset foITh on page 10 of rhc norific:wion is amended ~o rexi:

Diets ncb in wbok grain foods and odxerplanc foods tznd b-w in total fat,, saturated fut,
andchdestero[, may help reduce & n“sk of h=arz disease andcvrtain cancers.z

‘l-heamended HMdd claim Indmics The conccp~ dla~ a diCT shodd bc low’ in saLuraLd f:u

:ud chokel-o] {,~swell as low in rota-l fa~ and rich in whole grain kinds ;Jrd ot.he~-plant
foods) in orclcr to hqvc due potentially beneficial effec-ts on heart disease risk.

3. Confidentiality

&]lCI’Cd hms does II(}L (}bjccT T.O dIC FOOCI and E)rug Ackninkra[kn nmkin~ pubk I-he

March 10, 1999, notification, and dtis her, orl jdy 8, 1999, the LkLydle 120-day

norificxion period se~ fwth m FDAMA expires md dle claim ukes ef(ec L.
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