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Re: Petmon for Amendment

Dear er/Madam

Enclosed please ﬁnd a Ps : 16

- iled by The Quaker Oats Company requesting
: ~amendmentt021CFR§10H_, L T s e

- We appr,601ate yo‘ur iatt'e.r;tﬁ(aﬂ to thlsmatter o
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1 Petition for Amendment of Health .C im R
Beta-Glucan Solub}e Flber from Whe

_ November4,2005

The Quaker Ots Company

1C.ER. §1o1 81)-
ces and Rlsk of Coronary ﬁ

Heart Dlsease e -




ibmits this petition under

The undersigned ‘CFh’é (uzi t
B),. (7), and 701(a) of the

sections 403(r)(»1’)‘(B)f,403.(r)(3)(A
Federal Food, Drug, and Cosmetlc
~Food and Drugs to amend the exi
soluble fiber from speclﬁc whol
C.FR. §101 81, to permit foods w
fat” due to fat content deriving sole hese
oat ﬂour oatnm) to bear the healtha clalm ;

’arelatmg beta-glucan
rt ;disfezise (CHD), 21
nt in 101.62 for “low
ran, rolled oats, whole

A. Action: Re‘g"‘ues'ted‘

Existing 21 C F. R §I§0 1' 8 C)prowdes 3

(C) The food shall 1 jtyhe nutrient content reqmrements :‘n;§ 101 62 for a “low
: saturated fat " “10w c _ lesterol 2 and “Iow, at 00 Lo L ,

Wiibparag:aphf(D) be
nts in § 101,62 for a “low

in § 101.62 for a “low
nt solely derived from

i(D) The food shall L
fat” food, unless i
whole oat source 4

agraph (c)(zxuxA) '

B. »Statementfdf Grminds ’

1. Overvxew

, Quaker Oats requests that th ‘Food" : ;end the health claim
regulation rclatmg soluble fiber from s hole oat so ed risk of CHD with
regard to the total fat level permitted in ce: ods eligible t Specifically, Quaker
Oats requests that the FDA. regulation, 2 §101. hat the “low
- fat” eligibility standard, while rem able
exceeding the standard only becaus
saturated fat” and “low cholesterol’
of the source of total fat.

the Commissioner of



In the event thétt FDA d ! 1 “‘Vapproval of thlS petmon mented m ordcr to'\

(e.g., mtenm ﬁnaI rule) pendmgi
fregulatlon ‘Such action would pes
that currently are- mehglble for th

g the ferlod after FDA g
preliminary approval and prior to : s

i':ru}e

2 Bédkground e

The Nutntlon Labeling and
food products to bear label statemen
and a disease or health-related cond
purpose of health clauns is. to as“ u

> I p L een a dxetary substance .
ents ar known as “health clalms i The stated

In 1993, FDA promulga
NLEA, including 21 C.F.R. §§ 101
and use of heaith clalms FDA

“‘”im provisions of the
ules for authorization

saturated fat and cholesterol that } le soluble fiber fro
reduced risk of CHD 6 e

oats is the pnmary component res' (
of chets 1ncorporatmg whole oat-

bran, rolled oats (e 2., standard oa neal a

To be ehgtble to bear the healt
provide at least 0.75 grams (g) of so
This level denves from’ the amou:
cholesterol levels about 3 g per. daa t

) : tby four daﬂy eatmg :

2 See generally 21 U S.C. §343(r)(7)(A),‘ e
? Pub. L. No. 101-553, 104 Stat. 23 (Nov 8, 1990) v :
*FDA, Guidance for Industry: Slgmﬁ nt Sc ific Agreemen‘i inthe Rewew of Health Claims for
Conventlonal Foods and ; )upplements ~ Dec. 1999 \‘ayad(able_\ at
21 C.FR. § 101. 77
¢21 CFR. §101 81..




- reduced sugar product contam a

occas1ons Ellglble foods also mus q unde :10‘1 ';62 as “lcw saturaxed fat > “low cholesterol &
“and “low fat.”” The nutrient con '
less total fat per RACC Bl

3. , Health Clalm Ellglbﬂlty Problem

oth reduced sugar instant
. Packets of Quaker Oats’
g whole oat sources to-a
Thus, in order to be “low
re than 3 gof total fat
@tmeal products that;

Quaker Oats begmnmg rece% ly, pmduccs flavor va

unmodified mstant oatmeal are eli git e
reduced risk of CHD. The RACC fo fla
fat S0 as te be chglble for the healt i

These products comply w1th FDA , -l:hch reqillre that a

s formulation of reduced
‘under 21 C.FR. §
espite the fact that the
 content and total fat
ormulations, the reduced -
., “low fat”) ehglbxhty

sugar varletles do not quahfy for ‘t r th
standard. ,

An example of the problem | h the;emstmg “low fat” ehglblhty standard may be scen by
- comparing an illustrative reduc 1ct to i '
, product as follows

Packet welght T

- Rolled eats

_ Sugar

Fat content per Qacket f

Fat content pcth_S : g RACC

721 CER. §101. 81(c)(2)(1u)(C)

21 C.ER. §101.62(b)(2). :

?21 CFR §101.12(b) Table 2 (Prod

}(hot cereal type), hominy gnts)
21 CFR. §101 60(0)(5)

Cereal and Other Grain Products: Breakfast cereal

{ppropmate reference -




While the reduced Sugar mStam oatiss

' ductvcontams the same amount of rolled oats and of mtal
~ fat per serving as the unmodlﬁe fat.”

does not qu fat. ! ‘The 2 g of total fat i in
{ of tota; per 55, exceeds (even cons1denng
penmss1ble roundmg) the 3 g of total fat per 55 g RACC »‘o quahfy as “low fat” tobe
' ehglble for the health clalm i e :

4. Proposed Solunon' " f,

whlle remammg generally apph'? , would not bo ap
, solely bemuse of total fat mhe ¢ Iat n t, ,

~ regarding total fat intake, as reﬂoc ! in the lition of ,tary Guldehnes froma
recommendation to choose a diet 1 total fat to a rec ’ 'hoose a dxet moderate in-
total fat.” e , |
' The total fat content and fatty acid compositi
authoritative understandmg of diet erns
The Executwe Summary in the Di
consumption equivalent to less tha
35%, 25-35%, and 20-35% of total calories, with most fat .
~and monounsaturated fatty acids, f __,_Endx iduals age 2-3 year S,

. "-conmstent with the current
commends saturated fat

urces of polyunsaturated'
and 19 years or greater,

" In contrast, the unmodified instan atme quahﬁes as “iow fat.” z The 2 g of totai fat in the 43 g
servmg calculates to 2.558 g of total tp RACC, 5 e

? Permissible rounding (see gener
fat content addresses the “low fa

® See ge”e” alIy “Re Evaluatlon f Loy riot
; ’avallable at S

atwn govemmg heaith claims’ about plant
1 hLS change in the total ﬁ,tt mtake :
recommendatlon =

duce the risk of CHD.

sumption equivalentto 30-



»polyunsaturated plus momunsa : f
existing regulation regardmg whole oa
solely to thelr oat content on a ,

‘ibw fat”ywould have no

e | ,DA«authonzed health
~claim regardmg soy protem and a reduc , s eligible products to be
‘low in saturated fat and cholesterol ut

Where the food consists of, or i ‘
_-present in whole soybeans it neex
- particularly relevant to this peti

~ significant amount of mherent fat.

enly the fat mherently’

- Inthe preamble to the final v
the reqmrement that an ehgxble foc
response to the proposed rule poit
made from whole - soybeans Would by
was mcluded in the final rule. 1n e

of re,tcm t,o fat ;allsfoods .
ow fat elig’ibilitystandard

: v .mc_aet (Sec o
1cts denved ﬁ'om ‘whole soybeans are
ke ﬁsh and game meats that are “extra\

Executive Summary, | Die an 2005 ava;ﬁable 2
J//www.health ov/dletarr ', . ;

PUs. Department of Agn ‘

//wwwnalusda ov/fmc/food”
‘621 CFR § 101 82(0)(2)(111)(]3 C

less than that mherent in soybean
database (see footnote 15 supra), tt
‘ soybeans is 16% and 43%, respec /.
mature soybeans is 3% and 6%, respectiy
- '® Food Labeling: Health Claxms p

(Oct 26,1999). {
P14 at 57,717.

j}Comnary Heart Dlsease, 64 Fsd Reg 57 ’700‘, o

always be “low fat. nlg



A thf; oat ‘sources can be
cholesterol, while. serving
oat;sources/CHD health :

: have a negative xmpact on the b er

C. Envlronmentalkn adf St e

assessment and environmental
eexcluded pursuant to 21

D. Ecenormc Impact :

[Reserved in the event that FDA reques mformatmn} o

20 Id

apphcable “low fat” ehglblhty standard
procedure under the FDA Modcrmzation A
content - contalmng Iess than 6. 5 g total

831 )(2)(111}03)-((3)
tement ratherthan :

nt 1sc:,» tion - Walnkts and Coronary’ Heart stease (Docket

of CHD. QuallﬁedHealth. eui  Let &
__‘tlescretzon Nutsand Coron_ Heart Dlsease R

~ No02P-0292); Qualified Hcalth Cla n
(Docket No 02P-0505) i




E. Ccrtlﬁcatmn

f thé'undéxngned this
, and that it includes
vorable to the petmon

The unders1gned certlf ies that to the be;st knowled
petition includes all information and vie
representative data and informati

MarkB Andon PhD S
Techmcgl D1r¢ctq1iju;_nt19n, s

Mark L Mccéowan Esq
Vice Presxdent Law
The Quaker Qats Company




