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CarolynR Hathaway, Esq S
LATHAM & WATKINS, L. L Pl
555 Eleventh Street, N W.
Suite 1000

- Washington, D.C. 20004 1304 .

vDear Ms. Hathaway

This letter acknowlcdges recelpt on December 9 2005 by the Food and}gmg o
_ Administration (FDA) of the nutrient co ent claim notifica tted pursuant

to Section 403(r)(2NG) of the Federa 00d, Drug, and Cos! e act) (21.US. C :
343(r)(2)(G)) The notification is informing. FDA that Oc on Canada, Ltd - :
~ intends to make nutrient content: aims based upon alleged tive statements from

the Institute of Medicine. The nutnent content. claims are
- dietary: supplements contammg a combmatlon of eicosap
docosahexacnow acnd (DHA) : : '

The notlﬁcatlon 1s. undergomg FDA rev1ew In accordance: ;
the act, within 120 days (ending on A r fre
claim notification, you will be in
Section 403(r)(2) of the act. A 1

vyo I nutnent content "
; »caﬁo d@es not comply thhk ;

: )ipj‘,aroved and wxll ailow a conventxonal food
1 1abe1wccmtammg the clalms to be mtroduced into interstate
commerce ’ : : s

k"fo this notlﬁcatlon as
ember 8,2005. We have
nt content claim

The FDA does not agree with your characterxzanon of th ¢ his
: outlmcd in your letter to Kathleen C. Ellwood Ph.D., date
no information that would demonstrate thata notlﬁca

‘was submitted to or recelved by the Office of Nutritional Pr ~Labelmg and Dxetary
Supplements (ONPLDS) or any | Division within ONE LD date prior to
December 9, 2005. (The photocopy you attached to er 8 letter, whxch bears

an 111egtble 51gnature and a handwritten date on the fi
claim that this notxﬁcatlon was prevmusly subrmtted and recern

not support your
d _y?-ONPLDS )
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ThlS letter i 1is bemg sent to you based on Qur procedures fc»réacknew ¢
- a nonﬁcatmn within 15 days. If you h" eirany questwns concernin
please contact me at (301) 436 1450 $h e

. Smcerely yours, o

: Tomoko Shmmk
Nutrmon Program_

ing, the recelpt ofﬁs i



