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OCEAN NUTRIT ION CANADA 

OMEGA 3 FA T TY  ACIDS 

Presentation to FDA 

OCEAN NUTRIT ION CANADA 
(cont’d) 

+  Has North Amer i c a ’s largest privately owne d  
research lab ded icated exclusively to the discovery 
a n d  deve l o pment of n ew mar i ne natural products 

*  Uses the most sophisticated analytical equ i pment, 
which guarantees the quality, potency, a n d  
consistency of its products every t ime 

*  Has the only manufactur ing plant in North Amer i c a  
that can concentrate omega - 3  fatty acids (EPA and 
DHA) from fish oil 

OCEAN NUTRIT ION CANADA (ONC) 
I 

*  Wor l d  leader in marine-based natural health a n d  
nutritional products 

. “Harvestlog natural resources from the sea to 
discover a n d  deve lop n ew ingredients” 

. Subsid iary of Clearwater F i n e Foods, a  premrere 
seafood c ompan y  

ONC’S OMEGA- 3  PRODUCTS :” 
1 

. ONC is the largest North Amer i c a n  manufacturer of 
refined fish oil 

*  T h e  EPA  and DHA are extracted from mult ip l e 
ed ib le mar i n e fish; 9 5 - 9 9% anchovy 

- Oil form for use in dietary supp l ements 

I 

- Microencapsulated, no-taste, no-smel l powder 
form (“microcaps”) for use in food 

ONC POSIT ION 

l ONC believes that conventional foods contain ing its 
Omega - 3  microcaps can ma k e  the qual if ied c l a im 
about Omega - 3  fatty acids a n d  CHD under: 

- Existing FDA policy 

- An d  the Agency’s enforcement discretion 



EXISTING FDA POLICY 

*  Dietary supp l ements contain ing EPA  and DHA from 
fish oil can ma k e  the qual if ied health c l a im that their 
consumpt ion “ma y  reduce the risk of coronary heart 
disease FDA evaluated the data a n d  determined 
that, a lthough there is scienttfic ev idence supporting 
the c la im, the ev idence is not conclusive ” (Letter to 
Emord,  February 8.2002) 

EPA/DHA in Microcaps =  EPA/DHA 
in Supp l ements  (cont’d) 

- Omega-3s are GRAS  

* ONC  has self-afftrmed the GRAS  status of its 
EP ,WDHA products wng expert panels 

- Because the ONC  products are toxlcologlcally 
mdtstinguishable from other fish 011 omega9s, ONC  
product safety is also supported by FDA  GRAS  
affrmatlons and no-obJectIon letters 

* Unilever GRN  000105 

+  Jedwards GRN  000102 

- Menhaden 011 21 C.F .R § 184 1472 

EPA/DHA in Microcaps =  EPA/DHA 
in Supp l ements  (cont’d) 

l FDA has said the safety concerns for omeg a d s  in 
conventional food a n d  dietary supp l ements are the 
s ame  (October 31,200O letter to Emord,  p  16) 

*  Microcaps wil l b e  used in the s ame  categories of 
food specified for men h a d e n  oil in the February 26, 
2 0 0 2  Proposed Ru l e  (67 FR  8744) 

l Microcaps are a n  alternative to men h a d e n  oil a n d  
therefore, use wil l b e  consistent with the current 
upper l imit of dg/day for omega - 3  fatty acids 

EPA/DHA in Microcaps =  EPA/DHA 
in Supp l ements  

*  T h e  EPA  and DHA in ONC’s microcaps are 
scientifically indistinguishable from the EPA  and 
DHA oils in dietary supp l ements 

- Therefore, conventional foods fortified with 
microcaps shou ld b e  ab le to ma k e  the s ame  
qual if ied health c l a im 

* Absorbed a n d  incorporated in the s ame  mann e r  

*  Toxicological ly a n d  brologicaily indistrnguishable 

EPAfDHA in Microcaps =  EPA/DHA 
in Supp l ements  (cont’d) 

*  S am e  oil used in supp l ements a n d  microcaps 

*  T h e  EPA/DHA in both krnds of ONC products is 
extremely pure 

- ONC manufactures in accordance with Canad i a n  
drug GMPs  

- ONC is registered with the Canad i a n  F o o d  
inspection Agency 

- ONC adheres to Counc i l  for Respons ib le 
Nutrition (CRN) Voluntary Monog r a p h  o n  L o n g  
Cha i n  Omega - 3  EPA  and DHA 

EPA/DHA in Microcaps =  EPA/DHA 
in Supp l ements  (cont’d) 

*  As in dietary supp lements, the amou n t  of omeg a 3 s  
in microcaps (and resulting amou n t  in a  sewing of 
food) can b e  precisely controlled 

*  ONC is the major oil supplier to supp l ement market. 
S am e  highly purified oil wil l b e  used in microcaps 

- ONC’s purification process virtually e l iminates 
contaminants, inc lud ing mercury 

l Test results are b e l ow the detection level, 
which is c.01 p pm  
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EPA/DHA in Microcaps =  EPAlDHA 
in Supp l ements  (cont’d) 

*  Mtcrocaps are bioequiva lent to the EPAIDHA used 
in dietary supp l ements I 
- ONC’s bioequ iva lence study shows equivalent 

incorporation into phospho l ip ids a n d  TG lowering 

*  In s um’ Microcaps are safe a n d  just as effective in 
reducing the risk of CHD as the EPA iDHA in 
supp l ements 

. Policy represents real progress a n d  level ing of the 
play ing field 

- Improves publ ic health - enab les consumers to 
ma k e  more  informed dietary choices 

- Ensures fairness -ends disparate treatment of 
c la ims for omega - 3  fatty acids in dietary 
supp l ements a n d  in foods fortified with s ame  

QUALI F IED CLAIM IS SUPPORTED 
BY CLINICAL EVIDENCE 

. FDA has acknowledged that the Omega - 3  link to 
decreased risk for CHD is “s omewhat  settled science” 
(Task Force Report, p.7) 
- Since 1970, more  than 8,000 peer-reviewed scientific 

publ ications o n  fish oil 

- Approx imate ly 1,800 of those studies were pub l ished 
in or atter 2 0 0 0  

I 
- Most of these publ ications dea l with the health 

beneftis of omeg a d s  I 

I . FDA has already recognized the strength of the ev idence 
- tt a l lows the oual if ied c l a im for dietarv suoo l ements I 

EXISTING FDA POLICY 

*  FDA has announced that conventional foods can 
mak e  qual if ied health c la ims whe n  appropriate 

- “FDA., .intends to expand the exercise of [its] 
enforcement discretion to conventional food 
c la ims under [appropriate] circumstances.” Dee  
20 0 2  Guidance, p.3. 

CEMENT  DISCRETION 

*  Use of the qual if ied c l a im re. omeg a d s  a n d  CHD IS 
consistent with the overarching criterion for the 
exercise of FDA’s enforcement discretion. 

- “Extent to which totality of the publicly avai lab le 
ev idence supports the c l a im” (July 2 0 0 3  
Guidance, p.2) 

l T h e  strength a n d  amou n t  of ev idence here are 
identical to data for DS  

. It is important that FDA apply its enforcement 
discretion evenhanded ly to dietary supp l ements 
a n d  food 

WHY NO  FURTHER REVIEW IS 
NEEDED: Process (Cont’d) 

*  FDA has already reviewed the data that wou l d  b e  
submitted with a petition for the ome g a -YCHD 
cla im in conventional food 

- Another review wou l d  b e  duplicative a n d  delay 
the publ ic health benefit from omega-3s 



WHY NO  FURTHER REVIEW IS 
NEEDED: Process 

p *  FDA’s n ew qual if ied c la ims petrhon review process 
shou ld b e  used for foods naturally h igh in omega -  
3s. not foods forhfied with omega-3s 

- E  g.. Agency indicates that o n e  of the c la ims to 
b e  eva luated first is “the benefits of eating at 
least several servings a  week of foods h igh in 
omega - 3  fatty acids, inc lud ing certain oily fish 
like ocean sa lmon, tuna a n d  mackerel. for 
reducing the risk of heart disease” ( FDA Press 
Release, July 10, 2003, ~2.) 

WHY THE QUALI F IED CLAIM 
SHOULD BE PERMIT TED 

l Allowing the qualified c la im is likely to h a v e  
a  significant positive impact o n  CHD -- the 
b iggest killer in North Amer i c a  

WHY  NO  FURTHER REVIEW IS 
NEEDED: Process (Cont’d) 

*  Rev i ew of a  health c l a im for conventional food 
requires FDA to evaluate which foods provide the 
benefit, the amou n t  n e e d e d  to obtain a  benefit, a n d  
the frequency of consumpt ion n e e d e d  to obtain a  
benefit 

- Non e  of those questions is impl icated here 

*  ONC will ab i de by the existing upper l imit for 
omega-3s in fish oil (3g/day) 

Dietary supp lementat ion with n-3 
polyunsaturated fatty acids a n d  

vitamin E  after myocard ia l infarction: 
results of the 

GISSI-Prevenz ione trial 

Dr. Roberto Marchio l i a n d  Col leagues, 
Mar io Negr i Institute, S. Mar ia 

Imbaro, Italy 

Reference: Lancet 3 5 4 : 4 4 7 4 5 5  (1999) 



Effect of Omega-3 Fish Oil Supplementation 
on Death Rates 
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AHA Dietary Guidelines 
Revision 2000: A Statementfor Healthcare 

Professionals From the Nutrition Committee 
of the American Heart Association 

‘Consumption of 1 fatty fish meal per day (or alternatively, 
a fish oil supplement) could result in an omega-3 fatty acid 

intake (i.e.. EPA and DHA) of -9OOmg/day, an amount show 
to beneficially affect coronary heart disease mortality rates in 

patients with coronary disease. ’ 

Cost Savings in North America by Reducing Blood 
riglyceride Levels Using Omega& Rather Than Drugs 

I Dietarv Vegetable Oils As Source of Omega-3 
I 
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North Amencan Current Intake Recommended Intakes 

* Rapaetal (Am 1 Clin Nut, 1992),Kris-Etherton etal. (Am J Clin Nut ,200O) 

OMEGA-3s ARE NEEDED (cont’d) 
I 

* “Attaining the proposed recommended intake.. .will 
require an approximate 4-fold increase in fish 
consumption in the United States.” 

I - Unlikely to happen, therefore... 

* “Alternative strategies, such as food enrichment . . 
will become increasingly important in increasing n-3 
fatty acid intake in the U.S. population.” (Kris- 
Etherton et al. 2000) 
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OMEGA-3 s  ARE NEEDED: Publ ic 
Health Benefits 

*  Fortification of conventional foods with microcaps 
wil l he lp increase consumpt ion of omega-3s 

- Provid ing EPAIDHA sources complementary to 
fish intake, shou ld significantly enhance CHD 
prevention in North Amed c a  

WHY NO  FURTHER REVIEW IS 
NEEDED: Summar y  (cont’d) 

*  EPA  and DHA are well-characterized a n d  the 
relevance of the studies of t h em is therefore well- 
understood 

*  CHD is def ined a n d  eva luated in accordance with 
general ly accepted criteria establ ished by a  
recognized body of qual if ied experts 

*  Most imoortant. this c l a im and tts suooortina 
ev idence have alreadv b e e n  rev iewed by qcalified 
experts at FDA 

HEAL TH CLAIM WI THOUT  
FURTHER REVIEW 

l Wil l  enab l e us to reap important publ ic health 
benefits safely a n d  quickly 

- based o n  scientific ev idence already rev iewed by 
FDA 

- without a  large expenditure of Agency resources 

WHY NO  FURTHER REVIEW IS 
NEEDED: Summar y  

*  In this case, the weight of the ev idence 
demonstrates that n o  further review is n e e d e d  

*  Safety review of substance has already b e e n  
conducted 

*  T h e  qual if ied c l a im is not mis l ead i ng 

- FDA already has experience with the use of the 
c l a im in dietary supp l ements 

AL LOWING THE QUALI F IED CLAIM 
WI THOUT  FURTHER REVIEW 

*  Wi l l  he lp increase consumpt ion of omega-3s 

- “Consumers are more  likely to respond to health 
messages in food labe l ing if the messages are 
specific with respect to the health benefits 
associated with oarticular substances in food.” 
(December 2 0 0 2  Guidance, p.3) 
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