VY

VIA HAND DELIVERY
January 8, 2004

Food and Drug Administration V
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Dear Sir/Madame'

¢ 1

RE: Petition for Quahﬁed Health Claim for Eggs with Enhancecl Omega—
Fatty Acid Content and a Balanced 1: l Ratlo of Omega—3/0mega~6 Fatty

Enclosed please find an original and one copy of a petmon fora Quahﬁed Health
Claim for Eggs with Enhanced Omega-3’ Fatty Acid Content and aBalanced 1.1

Ratio of Omega—S/Omega—6 Fatty Amds

_;

AAC Consulting Group is submitting this petmon pursuant to Sectxon 403(1')(4) or
403(r)(5)(D) of the Federal Food, Drug and Cosmeuc Acton behalf of Belovo,
Inc., Pinehurst, NC 28374 with respect to Belovo Columbus or Chnstopher

eggs with enhanced levels of omega-3 fatty acids that are balanced in
approximately a 1:1 ratio with omega-6 fatty acids. Petltloner respectfully
proposes that the quahﬁed health claim be approved for labeling of the Belovo
Columbus® or Chnstopher eggs W1th mcreaaed levels of omega—3 fatty ac1ds as

follows:

Consumption of one egg per day containing 660:

mg of omega—3 fatty acids with a balanced ratio of

omega-3 to omega-6 fatty aclds (I 1) may reduce' :

the rlsk of heart dlseas

claim. See nutrltlon ‘information for cholesterol ;

content. .

[
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We are waiving the right to a review under the Significant Sc1ent1ﬁc Agreement
standard and request that the petition be revnf:wed under the mtenm procedures

fora quahﬁed health clalm
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A subsrdlary of Kendle Internatlona! lnc
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We believe that the FDA’s qualified health claim program is a positive step, Whlch can greatly
benefit the health of consumers in making mformed decisrons regardmg thelr d1et

An independent panel of recogmzed experts ‘reviewed the lnformatlon 1n the enclosed petrtlon
and concluded that the scientific information presented here SlepOI‘tS the proposed qualified
health claim and the document is a reasonable and representative interpretation of the scientific
literature in support of the potential health benefits of omegaj—3 fatty \acids in the diet.

As presented in the scientific summary, both the emergmg sc1ent1fic consensus of experts in
nutrition and cardiovascular disease” and authontatlve bodles ‘such as the Amencan Heart
Association, the USDA and the Ofﬁce of Management and’ Budget “of the White House have
recognized the con51stent and convmcmg scientific ev1dénce for ornega-3 fatty acid’s role in
reducing the risk of ¢ coronary heart disease and mltlgatlon of sudden,’ fatal heart attacks by
recommending increases in dletary omega—3 fatty acid intake. As consumed in'a ‘conventional
food, omega-3 enhanced egg products offer the general pubhc a means to better nutrltlonal and
health status toward achlevmg this goal Wlthout notxceable alteratron 1n current eatmg hablts and
preferences. ;

If you have any questrons please contact Stanley M. Tarka .Tr Ph D at AAC Consultmg Group,
Inc. Thank you.

oy

Edward A. Stetle
Vice President o / /
Food, Dietary Supplement & Cosmetic Consulting

Enclosure
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On behalf of

" BELOVO, SA,, ZI. 1, Bldg 31,
} 6600 Bastogne Belglum '




