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itrient Content Claim

~ Re:  Ocean Nutrltlon Caﬂa‘da; LtdAugustZG 204
Notlﬁcatlon ! L

Dear Dr. I llwood

tlon Canada Ltd s Nutrient

1-905 Prior to filing the
T ha.nd dehvery of the

: ervxce dehvered two copies

. Please ﬁnd enclosec a couﬂesy copy of Ocean

Content Claim that was fi led, and accepted by FDA on Au

Notification, we called FDA to conﬁrm the procedures and a

Notification: Based on information proy :
of the Notification to the Office oof Nu
 the address identified on the cover

attached Notlﬁcatmn The messenger service has
provided us with a copy of xts} fest from August 26, 2005, Wthh conﬁnns that the
Notification was delivered to F 0 c,e""at 5100 Paint Branch Parkway, College Park, MD on
August 26. The mamfest documents that the Notxﬁca‘aon was accepted and signed-for by an

FDA employee ‘ g . - : - :

enger service contacted our
cation, as the FDA

dvised the messenger
eeﬂal&o included the date

We understand that at the ume of dehvery the
office and asked whether the FDA fmpieyee could s;gn for
employee told the messenger that a|datc ' il;
service that a signature would be acceptable pr0v1def _tha
time that the Notification was accepted. The first pag:
signature, date and time ev1dencmg acceptance of the N »

; Based on these facts we beheve that the ﬁlmg of the Netlﬁcatxon was effectlve '
under the Food and. Drug Modem‘
the Notification, once accepted b : ‘
not affect the adequacy or Sufﬁc: , ing. Therefore itis our posatmn that the review
penod provxded forinF DAMA began on,August 26 2005 and that the nutnent ‘content clalms

CIO/

2006 P-©137

SV485703.1




Kathleen C. Eilwood Ph: D
December 9, 2005 ;
Pagez : -

LATHAM&_WATK'N*S“"’

proposed in the'thlﬁcahon'_w‘}_g rotefoi

from the date of ﬁhng
,sn
2200 if you would hke to dlscuss

Please do not h

: Attachments

SV\485703.1

wrebecomeeffectweon December 26, 2005, 120 days

ate elther Carolyne, Hat‘ '

ohn Manthei at (202) 637-
thlsmatter further S 8

- }Smcerely{;"_ "

SLLP
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rsey ~ Washington, D.C.
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Office of Nutritional Products, Labéhng & Dletary
Supplements

Center for Food Safety & Apphed Nutrmon ‘
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HFS - 800
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Submittedby: ~ Ocean Nutrition Canada, Ltd.

Dear Siror Madam

’ We submlt thls nouﬂcauon on behalf of Ocean Nutnuon C a, Ltd. (“ONC”)

pursuant to section 403(r)(2)(G) of the Federal Food, Dmg and Cosmetfa "‘Act (“FDCA”),
-amended by the Food and Drug Administration Modernization Act of 1997 (“‘FDAMA”). The

purpose of this submission is to notxfy t . Food and Dru  (“FDA”) of ONC’s
intent to use nutrient content claims lfor yods and dletary containing a combination -
of the Omega-3 fatty acids docosahexmmc acld (“DHA’ osapentaenoic acid (“EPA”).
Specifically, this notification proposes a nutrient content cla : dietary supplement :
that contains an aggregate of 32 mg or more of those nutrients i : :

These proposed nutnent content clanns are based upon author;tatxvc statements
- made by the Institute of Medicine (“IIOM”), a division of the Natios 1 Academy of Sciences
(“NAS?), in its 2002 report entitled Dzetary Reference Intakes: Energy, Carbohydrate, Fiber,
Fat, Fatty Acids, Cholesterol Protez}n and Amino Acids (the “IOM Report”) Tlus notlﬁcanon

’("
e

! 21US.C. § 343&)(2)(6‘). |
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Guzdance for Industry: Noti ﬁcatwn of a Health Claim or Nutrxent Cantent Clatm Based onan

Authoritative Statement ofa Scmm c. (June 11, 1998) (heremaﬁer, the “FDA Gmdance”) 2

L INTRODUCTION

v “b‘ en ﬁled by interested
] there’ot; pursuant to
ns rely upon the IOM
on January 16, 2004 (the

At least two nutrient content claxm notlﬁcatl |
parties for EPA DHA and alpha»hmlem' 'acld (“ALA”),
Section 403(r)(2)(G) of the FDCA.",, ,
Report. The first nonﬁcanon, ﬁlad;

“OF&W Notification”) proposed nutr etary supplements
contaxmng DHA, EPA, and/or ALA ogan & Hartson LLP on
ent content claims for ’

ther of these nutrient

_hame on the IOM R;eport the OF&W Nonﬁcamon
’_gly diss1mxlar nnu'Lent content clalms In the OF&W

mterpretanon of the IOM Report and‘
hxgh Daily Value (“DV”) for the TOp

eport and proposed
heme for such clalms
when promulgated tbrough rulf f kis )

of the preposed claims.

As dlscussed in greatpr detallbelow, the I.M Report estabhshm Adequate Intake ,
(“AT”) values for ALA for mchvxdua@s 14 VIS
g per day for males.® The IOM : ici
ALA can be contributed by EPA and D
sought nutrient content cla1msf0r D] 1A and EPA
average Al for ALA of 1 3 g per day,fi
make an “excellent sourc claxm f01

: ﬁuhuon, a party may
ore of DHA or EPA

3 - See OF&W Notxﬁcatxon, FDA Eocket No 2004N-0217 Hogan Notlﬁcanen, FDA Docket No

2005P-0189. i
y IOM Report at 8-38.
S W : 3
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containing 20% or more the ealeulated/ daily value for a nutnent Thus, the OF&W Notification
proposed a claim inconsistent with the roach FDA has taken in promulgatmg nutrient content
claims for other nutrients. This xesultedm a quahfymg level Qa 30 mg of DHA or EPA) that is

arbitrarily and unnecessanly lngh , :

‘ ithe‘%Hogan Notlﬁcatwn

' In contrast, the “excﬁllent sourc c'laim“(“ e k |
test need (here adult

were based on 20% of the Al valueifor
males). Usmg these benchmar ‘ th Hogan Notifica : ¢

products containing 32 mg of DHA or 329 mg ef ALA Netxﬁcatlon d1d not
however, mclude EPA w1thm the scope ef its clalms S i

We behevethatthe clatms Vreposedmthe{)'  Notification 2 The
are based on a percentage of AI;’m onsistent with FDA’s tradition: standard for ¢ excellent .
source” claims, and they use an arb ferage AI valu rather than the typlcally-used hlghest
Al'measure to determine the appre value for ALA. Moreover, none of the claims
currently permissible under the O an Notification directly address the ':c_ambmatmn
of EPA and DHA, which we belie: 1e most appropnate basis for estabhshmg nutnent
content claims derived ﬁ'om the IOM Report A B e

. ‘We are therefore subtmttmg thlS,’ nonﬁcatmn "ezﬂeriteiestabhsh nutrient content
clauns that are fully consistent with rthe ‘ t both EPA and DHA
may contribute to the AI for ALA. F ; clatms based on the FDA’s7
regulatory standard of 20% of the Al to establish the thre: for excellent source
claims. We respectfully request that DA permtt exce
containing 32 mg or more of EPA, and DHA in combinati nl
promulgates a rule clanfymg the nutnent 'eentent clalms that_ can
nutrients. ~ : e

th:s notlﬁeatlon

o

nutrient level to whxch the clalm re Vers : rov1ded that a nu
particular, as set forth in the statute and the FDA Gmdance
claim, a notiﬁcatlon must speclfy : .

o make a nutrient content

o) The exact words qf the nutnent eontent elatm' i

) The authontatlve §tatement on whleh the notlﬁer rehes in makmg the nutnent
' content clalm, v , ,

¢ See 21 CFR. § 101. 54(b)
7 21 USC.§ 343(r)(2)(G)-(H)

DC\VT711496 L SR 3



(3) A concise despn 5‘en%vof .the bases for detenmmng that the reqmrements for an
authontatlve s j pment,have been satlsﬁed and

} (4) A balanced representatlon of the scxentxﬁc hterature relatmg to the nument
level to whwh the claim refezs 1 :

Tlns notlﬁcatlon will address each element m turn :

A. -Exac Words‘of :he* |

combmed per servm ' is % of the 160 mg Dmly Value fora ¢ombmatxon \
of EPA and DHA must contam a combmed total of at least 32 mg of
EPA and DHA to q =_fy-;f0r:th1s claim ]

These cla.lms adopt e tenmnology of the %FDA'regulatmns govemning nutrient

: content claims. Speclﬁcally, the regulations provide that g the words “high in,” “rich
in” or “excellent source of’ may be ﬁsed on labels ifa pro ns at least 20% of the
recommenéed dletary allowance (“RDA”) of the nutnent per e amount customanly
consumed ("‘RACC”) R §; , . e :

thontauve statement that
msoussed above, two
ﬁcd, to FDA and are

- Further, these clams @re based on the IOM '
up to 10%eftheAIofALAcanbecoﬁ ed by
prior notifications regarding these Omega
effectlve under law. However, nelther re 3

‘fa,tty V’a;:lds‘,have

‘;M'Report astabhshes an

statements inade regardmg EPA and DHA m the IOM Repo rt.
f" 's that “EPA and DHA

Al for adult males of 1.6 g per day of ALA. The Report exp.
can contribute up to 10 percent of the total n-3 [Omega] fatty

® 21 CFR. §101.54(b).

DC\771149.6 ' ERE S



Al of {ALA] 10 Thus, the daily value (“DV”) of 160 mg. for \
the combination of EPA and [ ay be derived from the Al for ALA. Applying FDA’s 20%
regulatory threshold for “excellent seurees’ claims, an excellent source claim can be made for
products contammg a combmed total ofat least 32 mg (z e, 20% of 160 mg) of EPA and DHA."!

percent can contribute towards the

~ The IOM Report. makes clear that the combinatio Arand DHA may
contribute to the 10% of the Al for ALA. For instance epor dlscusses acceptable
macronutrient distribution ranges (“‘AMD ") of various energy sourc
for partrcular energy sources that are asseclated w1th reduc

chr mc dtsease and that s
| I he AM ,.R forALA “1s set at
0.6 to 1 2 gercent of energy, and ﬂ%latup to 10 pereentof i b

Consistent with the IOM Report our “excellent source” nutnent content clauns
may be made for any combin ! DHA,

and DHA combined is 32 mg S |
flexibility regardmg the levels at ,aeh;of these nutnents is presen ' m the preduct (provuied
that the required minimum amount is met in the aggtegate) This apptoae | more appropnately
tracks the language and intent of the IOt Report than do the curr '

,_c.'

Guidance on thls toprc sets forth sm‘ factere to‘be:usedk m determmmg whether a statement '
‘ comphes with the FDA requlrements s : .,

* proposed claims based on the AI fer\ ALA eetabhshed in the IOM Report, and the Report’

W 'IOMR‘eportatS-B‘S , 1 | N
: roducts : vaIue ofa nutnent (as
beneks estabhshed by

amormt of a nutnent to support ine

CFR. §101. 54(b), see also 581F . 2302, 2344

threshold is appropnatebecause t permit a sufficient number o ,fcsod 1temstobearah1gh
claim to allow consumers to use the ¢l ann m selectmg a vaned dxet,’)._ i ,

1 IOM Report at S-6 (emphasrs added)

B See 403(N(2)(G). S

14 Id.

DC\771149.6 ; R 5



exphext statement that up to 10‘V ) 017‘ "ys'value can be supphed bya eombmatlon of EPA and
DHA.. The FDA did not formally

o either of these previous notlﬁcatlons, and both are
now legally effective. The claims proposed m this notification rely upon the same authoritative
statements in the IOM report, and reflect a more. accurate and eempl cte mterpretat;on of those
statements Thus, there is ample justlﬁcatlen to cenclude that the

madequacles of the currently pei'nnss1ble claxms and crea

vofmdusl:rypende FDA rulem

@ The statementfidentiﬁ “the nuMent level tow ich the elalm refers”'

(l60mg total)-; i
| (2) The statement is‘

S (3) The statement isv 2 “f !
recent edltlon ef ' P

‘Macrom 'ts;»PanelontheDe
Subcommm:eeo Up ; Reference Levels

Refereﬁce Intakes They
,eis or Cettees

‘Comnnttees are a part is tasked w1th7p f : .
behalf of the IOMasa whele “[tlhe FNB ‘aﬂdresses Lssues of safety, quahty,
and adequacy of the food supply, estabhshes pnnclples and gmdehnes of :

15

IOM Report at 1—1.

DC\I71149.6 . e



adequate dxetéry i
relationships am ,
Committees respsons e

take, and renders auﬂxontatlve Judgments on the S
d intake, nutrition, and health.”’® The Panels and
, for develomng 'the IOM ‘Report analyzed the7evxdence

(6) The statement xs “based ona deliberat
the scxennﬁc ev:dencg” The Panele g

ffto pubhcanon v

D.  Balanced Presentatton?of the Scientifi L‘t:era
- EPA and DHAV'o‘Y ieh “ Ql_aim Ref e

literature’ should mclude a summ

 the authoritative statements made, ‘
' of the nutnent content clalm The

pursuant to this notification, and we will.
documents Instead, ONC has revt red |

Nouﬁcatlons prov1de revwws of the sci
sought in those notlﬁcatlons ‘

the OF&W and Hogan
utnent content elaxms

These recent revxews f the sci
s meluded in those

1tify any additional reports
eperts rev1ewed in

17

18

19

20

 See IOM Report Chapter 8 (“Dxetary Fats: Total Fat and 2
, Chapter is pmwdedasAttae 3

Depai'.tme‘nt‘ of Agﬂcultur’e

of approximately two servmgs df, is

~ See generally, IOM Report Preface,pp xm-xw 7

.
i

See FDA Gmdance :

and DHA. See http://www.

risk of mortality from coronary he r
provide approximately 500 mg/day.
this amount with reduced risk oﬂ' ;
underscores the importance:

The bibliography to the Hogan N_ t
provxded as Attachment B. The OF <2

ese nutnents . While the report assoclates consumptmn of
4 nary heart d:sease, and does not estabhsh a daﬂy value, it

'Net’lﬁcatxon d1d not melude a separate bxblmgraphy

DCV711496 ' Ll g



‘nutrient content claims currently'pel
Guidelines Advisory Committes
review of the scientific literatury
n-3 [Omega] fatty ac1d mtake a

nmsmhle under it, In fact, the 2005 Report of the Bxetary
et Gmdelmes for Amencans mcluded a thugh

ng to-the question: “What e re

et The Advisory

zthe hypothes1s that the f
), fish and fish oxls :

! ariol ardiova; tcomes These
outcomes mclude sudden death and cardlac death (coron : ial in farct (MI)
death)”22 et i e

~  The health benefits ofEPA and DHA mcombmatm have been conclusively
estabhshed in the sclentlfic hteratm@ ‘We provi /iew of the current
articular, the follawmg

sectxons summanze hterature demoﬁstfatmg that (1)' EP" énd DHA are ssentxal structural

s inad ity ofEPA and DHA, ‘ch-:that labéhng
clalms alertmg consumers to the percen ge of such nu' ients ~

‘EPA is the precursor to
cts m preventmg coronary

Omega-3 élcosanoxds whlch have bf;en kzwn,to haveﬁ

heart disease (“CHD”), arrhyth

also been found to affect pIatclet aggr n, vessel wa immunecell =
fiinction.* Indeed, as the IOM Repqrt ( udes, “[g]r g evide ests that dietary
[Omega-3 polyunsaturated fatty ac nd DHA] reduce the risk of coronary heart disease
and stroke.”” Much of the evidence suppor g tement is denved from. epidemiological

studies using natural food sources such as fish and fish oil, which are l:ugh inboth DHA and

s Advisory Committee to
C etazy of. Agnculture Ann

21

Z oo HHS and USDA, 2005 Dietar Gmdelmes Advzsory"" : ;teeRepctt. PartD(Sclence

Base), Sectlon4(Fats), availableat =
http://www .health. gov/dxetaryglgldelmes/dgaZOOS/repo VHTML/D __Fatshtm (2095 Advisory
Committee Report Science Base) Bme i ~ ‘

B IOM Report at 8-5 (citing Kmsellaetal (1990))
n IOM Report at 8-14. el
% IOMReportat11-40.

povTaes R e gl




A in combmatwn w:th DHA.® Scxentlﬁc ewdence |

EPA, or which otherwxse stud:edr El
n foilmvmg studxes \

: mfarctmn patlents
ted‘m a sxgmﬁcant

in reducmg the risks of CID anl trpke,, EPA appeaxs ta ha,
metabolism, which results i in mhl ition acylgly ]
lipoprotein (‘VLDL”) secretion in

and decreased numbers of t 1

pathways, transcnptlon factor actmt
expression of autmmmune dlseases P v

nent of strucmral membrane hplds and is present m ‘f o

| thgh concentrétlons in certam pha pholipids of the nervnus system and the retina. DHA

2 Id SIS RS
¥ Marchioli, R. et al. (2002).
% Dwyer, J.H. etal. (2004).

®  Yli-Jama,P.etal.(2002). e
s _LWT etal (1999), Lemam'e, '

®  See,eg, Albert, CMetal. (2";'1,), Hu, FB.etal (zooz), Ni
"~ RN.etal (2003), Huetal (200‘ ). '

% Mor, TA. and Beilin, L.J. (2001), Hams,WS etal. (2003), Llchtenstem,AH (2003), Bucher,
 HC. etal. (2002). |

2 IOM Report at 8-14 (cltmg Bcrge et al., 1999 Wong and Nestel 1987).
- Snnopoulos, A. P (2002) "
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constitutes up to 20% of total fattyf acrds and up to 50% of the fatty acids in the retma, and thus is
essential to optimal performan ; se tissues.’ DHA may contribute to mamtazmng
cognitive activity dunng aging, as Well as normal mental funcnon mcludmg preventmn of
depression.” L gy

2. EPAand DHA must be obtamedi
| sutﬁclenté' unt |

mtgh Qiie:t'in order fdt a k

varymg amounts in ammal tlssues ’(p
in combmztmn in several natural dlq:

the ,lzedbytheh m
mefﬁcxent, and varies based ona nu‘m ser of factors (inch o
the ratio of Omega-6 to Omega-3 fatty acids present) 7 A numbe
human body cannot produce sufﬁci :

~ need for dietary supplementauon

° Recent studxes and artxcles address the l:mlted, mafﬁcxent convers;on of ALA to
- EPAand DHA.’® :

® 'Synthes1s of EPA ﬁ'om AIA is esnmated tobe8%in1 j EPA isa shorter
i HA, that the metabolic

7 ity ved in sy ¢ _f,‘ts the continued
i processmg necessary to create DHA from , verslon rate of ALA to
~ DHAIs unclear, w1th ‘ ignific
: ' orwomen of rep du are lngher, w1th one

| study reportmg a conyersmn rate of 21% f , 99 for DHA. 4
® ' 1z isremo ﬁ‘om:fthe,:plasma of

Vto iother organ systems)

human adult subjects( 0| ) upir
: A\«there was anet loss of apprommately 173 mg of

found that, in a 24 hmgr ]

by
b

* Uauy, Hoffian et al. (2001); IOMReportat8-18.
35 Youdxm,KA. etal. (2000), Adq‘ams PD etal. (1996) Sl B | |
% See, e.g 2005 Advisory Commmee Report Science Base, at Table D4-3 (“EPA and DHA Content

of Selected Types of Flsh) e :
7 . IOMReportat 8-11; SACN (20@)4 ; Joshl et al (2003), EIH al. ,(2001)§1Hir08uel~and
_ Hosogau (1993) , ey e
B Mushet, FAlL et al (2004), mken E (2003), Salem, N ct al (2093), De Deckere, et al
(1998).

» Burdge, et al. (2002); Emken, emx (1994)
40 Emken et al. (1994); Burdge, ’eta : (zxwz), Burdge, et al. (2003)
4 Burdge and Wooton (2002)
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DHA from thé plasma.42 . is number prov:des a rough estlmate of the amount of
DHA required on a daily basis to maintain DHA concentration levels in plasma )
(the reqmred amountb for.‘ : ,eaentire body wonld hkely be comlderably higher).

» A lugh ALA dieta ?gears to be msufﬁclent to increas EPA and DHA amounts to

~ the needed levels gartxcuiarly for pregnant d omen. Studles have
. ~found that ALA supplementamon durmg pre tation doesnot
D . and EP, : ary DHA and EPA has

Thls prowdés
'alcs Sxmﬂarly, DHA

of the amonnt suggested by thefI M
dletary mtake of BPA and DHA 1s p 4

| Slgmﬁcantly, the IOM Repon also notes th 6 o
‘polyunsaturated fatty aclds (z e, lmoi ; gy

the entu'e U S. populatlon range from 9. 8 1 to 10 9 1

2 Pawlowsky, ctal. (2003)

% Pawlosky, et al. (2003); Dyerberg(1980), Sanders, T.A. (1983); Sit inger (1986) Kestin, et al.
- (1990); Chan, et al. (1993); Kelly, DS. (1993); Freese, R. 4); Allman, et al. (1995)

“ - De Groot, et al. (2004), Francoxs, et al (2003), Jensen, et al (2000), delcr et al. (2001)
% See IOM Report, E-13. = :

46 IOM Report at 8-25 and 8-26 i, ~
4 ESPGAN Commlttee on Numon, 1991 Baurre et al 1996
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s notlﬁcanons, thJS notlﬁcanon re

; mformanon regarding this matter ‘7', ; 31’ —

Certam sub-populatxons are pamcularly at risk. CSFH data suggﬁsts that among
pregnant and lactating women, 1 ~ LA ALA,for the 50" throughi 9g™ percenule is9.8:1
and 9.2:1, and the range for wor : JANES ¢
that minority populations suffer fror
because they consume much great ; ‘

B strongly support the need for mcrea$ed EPA and DHA co;,;

M. CONCLUSION o e

notlﬁcatlons for these numents

permit thé use of the proposed nutn
contact the undersxgned at (202)

cc:  Ocean Nutrition Canada |

Attachmenté :

» See http://wwW&dc.ng/chs/:;éﬁhanésj‘.‘hﬁ:ﬁ.’
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