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A Subsidiary of Clearwater Fine Foods Inc.

June 19, 1998

Office of Special Nutritionals

Center for Food Safety and Applied Nutrition
Food and Drug Administration

200 C St. SW.

Washington, DC

20204

Re: Notification of the sale of Ocean Nutrition Canada’s line of marine-based products

Ocean Nutrition Canada Ltd. has introduced a line of products into the United States, which
utilize structure function claims. Following is a list of the products as marketed in the United
States:

Ocean Nutrition Canada Cardio Nutrition containing

Ocean Nutrition Canada Cardio Nutrition —Value Pack

Ocean Nutrition Canada Joint Nutrition

Ocean Nutrition Canada Joint Nutrition — Value Pack

Ocean Nutrition Canada Essential Need

Ocean Nutrition Canada Essential Need — Value Pack

Ocean Nutrition Canada Mother’s Gift

Ocean Nutrition Canada Brain Nutrition

Ocean Nutrition Canada Tuna Oil

Ocean Nutrition Canada Salmon Oil

Ocean Nutrition Canada Fish Oil

Ocean Nutrition Canada Cod Liver Oil

Ocean Nutrition Canada Glucosamine
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Following is the required information. Please note that I have also attached copies of the labels
for your reference.

Name and Address of Manufacturer
Ocean Nutrition Canada Ltd.
757 Bedford Highway, Bedford, Nova Scotia B4A 3727

Text of the Statement

Ocean Nutrition Canada Cardio Nutrition — For Heart Health

Ocean Nutrition Canada developed Cardio Nutrition with Natra~Sea 6000 in response to
evidence linking the intake of omega-3 fatty acids EPA (eicosapentaenoic acid) and DHA
(docosahexaenoic acid) to a healthy heart.*

These two polyunsaturated fatty acids, which are derived from fish such as salmon, sardines and
mackerel, have been shown to support heart health.*

Natra~Sea 6000 is the only clinically-proven omega-3 concentrate (double strength) for
supporting heart health.*

Cardio Nutrition has been developed in response to clinical trials completed on Natra-Sea
6000 linking the intake of omega-3 fatty acids, eicosapentaenoic acid (EPA) and
docosahexaenoic acid (DHA) to supporting heart health maintenance.*

Clinical evidence now shows that regularly eating fish rich in omega-3 (e.g. salmon, sardines,
tuna and mackerel) supports heart health.*

Ocean Nutrition Canada Cardio Nutrition —Value Pack For Heart Health
Research has shown that omega-3 fatty acids may play an essential role in controlling many body

functions, including heart health.

Natra~Sea 6000 is the only clinically proven omega-3 concentrate (double strength) for improved
heart health.
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Ocean Nutrition Canada Joint Nutrition — For Joint Health

Joint Nutrition has been developed in response to clinical trials completed on Natra~Sea 6000
linking the intake of omega-3 fatty acids EPA (eicosapentaenoic acid) and DHA
(docosahexaenoic acid) to improved joint health.

Ocean Nutrition Canada developed Joint Nutrition with Natra~Sea 6000 in response to evidence
linking the intake of omega-3 fatty acids EPA (eicosapentaenoic acid) and DHA
(docosahexaenoic acid) to healthy joints. These two polyunsaturated fatty acids, which are
derived from deep water ocean fish, have been shown to support joint health.

Natra~Sea 6000 is the only clinically proven omega-3 concentrate (double strength) for improved
joint health.

Ocean Nutrition Canada Joint Nutrition — Value Pack — For Joint Health
Research has shown that omega-3 fatty acids may play an essential role in controlling many body
functions, including joint health.

Natra~Sea 6000 is the only clinically proven omega-3 concentrate (double strength) for improved
joint health.

Ocean Nutrition Canada Essential Need - For Cellular Health

Essential Need with Natra~Sea 6000 is an excellent source of omega-3 fatty acids. It is also the
only clinically proven omega-3 concentrate (double strength) for supporting cellular health
maintenance.

Ocean Nutrition Canada Essential Need — Value Pack - For Cellular Health
Research has shown that omega-3 fatty acids may play an essential role in controlling many body

functions, including cellular health.

Natra~Sea 6000 is the only clinically proven omega-3 concentrate (double strength) for improved
cellular health.
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Ocean Nutrition Canada Mother’s Gift

Mother’s Gift has been developed in response to medical evidence linking the intake of the
omega-3 fatty acid DHA (docosahexaenoic acid) for optimal brain, nerve and eye health,
especially for infants.

DHA is an omega-3 fatty acid that serves as the primary structural lipid of the gray matter of the
brain.

Medical evidence shows that DHA is an essential nutrient for brain, nerve and eye health,
especially for infants.

Because the growing fetus cannot produce DHA fast enough for the developing brain, it depends
on DHA from the mother’s blood supply.

Since pregnancy can deplete can deplete a mother’s DHA, it’s important to replenish her reserves
with DHA-rich foods like fish or the add DHA to her diet through supplements.

Mother’s Gift provides an excellent source of this nutrient for new and expecting mothers.

Ocean Nutrition Canada Brain Nutrition — For Improved Mental Function
Brain Nutrition has been developed in response to medical evidence linking the intake of the
omega-3 fatty acid DHA (docosahexaenoic acid) to optimal brain and eye health.

Clinical evidence now shows that regularly eating fish rich in DHA (e.g. salmon, tuna and
mackerel) is important for improved mental function.

DHA is an omega-3 fatty acid that serves as the primary structural lipid of the brain and retina
tissue.

Medical evidence has shown that DHA has a positive impact on the mental functions of the brain
and visual functions of the eyes.

Because the membrane-rich tissues of the brain and eye require large amounts of DHA, it’s
important to replenish them with DHA-rich foods like fish or, when this is not possible, with
dietary supplements like Brain Nutrition.

With the decline of DHA in today’s North American diet, Brain Nutrition provides children and
adults with a convenient way to increase their levels of this essential brain food nutrient.

Ocean Nutrition Canada Tuna Oil — For Focus
Research has shown that DHA (docosahexaenoic acid) supports proper functioning of the eye

and brain.
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Ocean Nutrition Canada Salmon Oil - For an Active Lifestyle
Research has shown that people who eat fish which are rich in omega-3 fatty acids may have
improved health.

Ocean Nutrition Canada Fish Oil — For Improved Health
Research has shown that people who eat fish which are rich in omega-3 fatty acids may have
improved health.

Ocean Nutrition Canada Cod Liver Oil — For a Healthy Life
Research has shown that people who eat fish which are rich in omega-3 fatty acids (such as cod)
may have improved health.

Ocean Nutrition Canada Glucosamine - For Joint and Cartilage Health

Glucosamine is a basic building block of the glycosaminoglycan (GAGs) chains in cartilage and
joints. Taking glucosamine helps maintains joint metabolism and joint cartilage repair by
increasing the biosynthesis of GAGS.

Name of the Dietary Supplement and Ingredient

Ocean Nutrition Canada Cardio Nutrition containing concentrated omega-3 fatty acids
Ocean Nutrition Canada Cardio Nutrition —Value Pack containing concentrated omega-3 fatty
acids

Ocean Nutrition Canada Joint Nutrition containing concentrated omega-3 fatty acids

Ocean Nutrition Canada Joint Nutrition — Value Pack containing concentrated omega-3 fatty
acids

Ocean Nutrition Canada Essential Need containing concentrated omega-3 fatty acids

Ocean Nutrition Canada Essential Need — Value Pack containing concentrated omega-3 fatty
acids

Ocean Nutrition Canada Mother’s Gift containing concentrated omega-3 fatty acids

Ocean Nutrition Canada Brain Nutrition containing concentrated omega-3 fatty acids

Ocean Nutrition Canada Tuna Oil containing omega-3 fatty acids

Ocean Nutrition Canada Salmon Oil containing omega-3 fatty acids

Ocean Nutrition Canada Fish Qil containing omega-3 fatty acids

Ocean Nutrition Canada Cod Liver Qil containing omega3 fatty acids and vitamins A & D
Ocean Nutrition Canada Glucosamine containing glucosamine HCI

This information is certified to be accurate and the company has sufficient information to
substantiate the claims. If you have any questions, please give me a call at 902-457-2308. I can
also be reached by e-mail at jboudreau @ ocean-nutrition.com.

sz in good health,
4
j /4

cques Boudreau
Marketmg Manager
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Mother's Gift has been developed
in response to medical evidence
linking the intake of the omega-3
fatty acid DHA (docosahexaenoic
acid) for optimal brain, nerve and
eye health, especially for infants.*

Clinical evidence now shows that
regularly eating fish rich in DHA (e.g.
salmon, sardine, tuna and mackerel)
is important for expecting and new
mothers.* When eating fish on a
regular basis is not possible,
Mother's Gift is a convenient way
to obtain essential DHA nutrients.*
Three Mother’s Gift capsules are
equivalent in omega-3 content to a
2.6 oz. portion of cooked Salmon.

Directions: For use as a dietary
supplement, take 2 to 4 capsules per
day with meals.

*These statements have not been
evaluated by the Food and Drug
Administration. This product is not
intended to diagnose, treat, cure or
prevent any disease.

g ——

S Pregnant

M ._.—.._m_ﬂmﬁ__ﬂ_. and Breast- .
Feeding .~

50% DHA Supplement - Mothers

in Natural Form -

] Info inside .,

e

SUPPLEMENT FACTS
Serving size: 2 Softgels
Two Softgels Contain % Daily Value
Calories "
Calories from Fat 9
Total fat 1g 1.5% °°
Saturated Fat Og 0% °*
Protein 216mg  0.4%
Carbohydrate 108 mg 0%
Natural Fish Oil Concentrate 1000 mg  *°"
Mixed Natural Tocopherols Img oo

** Percent Daily Values are based on 2 2,000 cakorie diet
** Daily Value not established.

‘Ingredients: All natural fish oil

concentrate, gelatin, glycerin and ..

" mixed natural tocopherols.

. Store in a cool dry place. Keep out of
the reach of children. Do not use this

* product if safety seal is broken or

" missing.

" Ocean Nutrition Canada Information:

1-888-080-8889 ..,
* Web Site: www.ocean-nutrition.com

p=vesy Encapsulated for and distributed by

_9 Ocean Notrition Canada Utd. 757
Bedford Highway, Halifax, Nova Scotia
Canada B4A 327 Product of Norway

wt PR}

FOR PREGNANT AND BREAST-
FEEDING MOTHERS*

Ocean Nutrition Canada developed
Mother’s Gift as a natural source of DHA
(docosahexaenoic acid). DHA is an
omega-3 fatty acid that serves as the .
primary structura} lipid of the gray matter
of the brain.* Medical evidence shows -
that DHA is an essential nutrient for’
brain, nerve and eye health, especially for
infants.* - - Lo )

Because the growing fetus cannot
produce DHA fast enough for. the
developing brain, it depends on DHA from
the mother’s blood supply.* Since
pregnancy can deplete a mother’s DHA,
it's important to replenish her reserves
with DHA-rich foods like fish, or to add
DHA to her diet through supplements.*

Mother's Gift provides an excellent
source of this nutrient for new and
expecting mothers.”

EASY TO TAKE

Mother’s Gift is in its natural :.w_ﬁma% oo

form, so your body can absorb the
nutrients faster and more completely. Itis

1 refined to eliminate fish aftertaste.
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