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Re:  Ocean Nutrltron Canada Ltd August 26, 2005Nut fent Cont;én‘t Claim
Notlﬁcauonkf” V L T S Rkt

Dear Dr. Ellwoo‘d‘

QO' ‘ijrom the Ofﬁce of ;
, owledglng receipt of
n”). The letter was post-
ecember 30, 2005 ‘

. We wnte in response to» letter e

Nutritional Products, Labehng and Dietary upplements ( ‘ONP
the above-reference nutrient: content cl 'otlﬁca,tlon (the “N
~ marked on December 28 2005 and was received oy

We respectfully dlsagree wrtthNPLDS’ concluswn that the nutrient content

claims proposed in the Notlﬁcatlon ;' COmeteffectlve until April 8, 2006 (assummg a
lack of action by ONPLDS on the‘ ion prro” o thatdate). As we exp}amed in our Ietter
of December 8, 2005, the Notlﬁca‘ on led with F DA’s office at 5100 Paint Branch
Parkway, College Park; MD on August 26, 2005. Prior to filing the Notification on August 26,

- we contacted FDA to confirm the address andiprocedures fo ry of the Notification.
FDA informed us that hand dehvery was acceptable and con ; kaddress for the
submission was correct : : , o B :

sked with delivery of the
p was unavailable (we
acopy of the
d the Notification,
‘believe the nutrient
content claxms proposed in the Notlﬁcatlon became legally effec ve on December 26, 2005.
There is no reason to beheve that e emy oyee whose signature appears on the Notification (and
me ser service delivery manifest) was not authorized to
accept such deliveries on behal fofl It cularly in hght of the fact that we followed the
mstructlons for hand delivery provxded by FDA ' e G :

200G P-0/37
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At the time of the dehvery, the messenger se‘
Notlﬁcatmn Was 1nformed by FDA staff at the locauon that a da
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Notably, when we ‘h_" )

date, we again
ation evrdencmg
e.arrwed at 5100 Paint

a date stamp to verify the acceptance I mployee was able to
internally contact ONPLDS to inform tr_ offic epresentative of
“ONPLDS failed (or refused) to appear tf;‘ kesy copy of the -
Notification. Ultimately, the FDA emplo ccep! N

service’s dehvery manifest. The D mber 19 2005 1etter fro'j ;,FB
28, 2005, acknowledges that. the courtesy copy of the Notrﬁcattcn 3
December 9, 2005 the date of the hand dehvery : o

_ r‘merked December
| ,;,recerved by ONPLDS on

A

In light of these crrcumstanceewwe restate our posrtron that the nutnent content
claims proposed in the Notrﬁcauo ‘
clearly show that a representatrve of DA a epted“our hand.,‘dehvery of the Nouﬁcatlon on

August 26, 2005, the failure to admmrs rati > 'trﬁcauon by ONPLDS must be
due to an internal misrouting of the docu

this mlsroutmg, the ONPLDS had lesski

notrﬂcatrons revrewed by ONPLDS bj'
obj ectlon , o

omega~3 fatty acids, spec1ﬁca11y ercf
(“DHA”). Most significantly, the scie
preventing coronary heart disease. Unfo
EPA/DHA recommended by the Am

Americans actually consume. ¥D. s at
- Notification will provrde clear direc
products. they can consume: to 1incres

el*y_ here 1s a huge gap between the mtake of
1.)(and othcrs) and the amount

te to consumers which
T s could have a

significant beneficial impact on public - : mmption of both EPA

and DHA should be encouraged byj DA »,The fact that FD eda quahﬁed health

claim for reduced rrsk of coronary he ‘ r : A and DHA is evrdence
S that contain both of

uueXpected and has
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“:a courtesy cepy of the Notrﬁcatlon to. ONPLDS ot
Branch Parkway, an FDA employee agr ut was unable to produce : '

n d signed the messenger

>gal y;}effectwe on December 26, 2005. As the facts "

ze that as a result of B

clarms proposed in the
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't"nued attention

~ claims that can be made for th@s s im Ui
m more detail,

to this matter. If you have ‘any
please do not hesitate to contact the unc
carolyne hathaway@lw com. '

Caroiyne R Ha :
JohnR Manthe
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