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Re: SECTION

Dear Sir or Madam:

403(r)(6) NOTIFICATION

In accordance with the requirements of section 403(r)(6) of the Federal Food, Drug and Cosmetic

Act, Melaleuca, Inc., notifies FDA that it has begun using the followir!g statements:

● NutraViewTM is a dietary supplement that supports the eyes’ defenses against free radical

activity and sunlight, promoting long-term macular health and visual acuity. High quality

standardized Iutein crystal (5°fi purified Iutein crystal and .22% zeaxanthin) and bilberry

combine with blueberry to deliver powerful antioxidant protection and help maintain proper

blood circulation to the eyes. Vitamin C adds needed protection for the lens,

● Powerful vision protection.

. Helping you see for years to come.
,

. One daily serving gives you a complete supply of the nutrients you need to help keep your

eyes healthy and seeing clearly for years to come. Blueberry and bilberry extracts,, along with

vitamin C and a key ingredient called Iutein are all supplied in the amount shown effective in

scientific studies. It’s an exclusive formula created with the he!p of scientific research to

increase your odds of enjoying clear, healthy vision as you age.

. Delivers lutein and zeaxanthin, which have been shown to help protect the eye from harmful

free radicals and blue light.

● Contains the antioxidant power of blueberries.

. Formulated with bilberries for more free-radical fighting power and enhanced night vision.

. 300 mg of vitamin C -- helps protect the lens of the eye.

. Another study showed that Iutein supplements resulted in less blue light reaching the

sensitive cells at the back of the eye. And other studies have shown that more such

antioxidants in the eye can promote healthier eyes.
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How do Iutein and zeaxanthin protect the macula of the eye?”” Researchers believe that first,

they act as powerful antioxidants, neutralizing the constant barrage of free radicals and

keeping cells safe from attack. Second, they believe that they help protect from blue light.

Blue, more than other shades, can promote the formation of free radicals. Both Iutein and

zeaxanthin have been shown in studies to absorb blue light--thus acting as a shield for the

macula and the rest of the eye,

Recent scientific evidence has shown that vitamin C promotes eye health.

women taking vitamin C supplements for at least 10 years showed healthier

health than those who didn’t.

For example,

long-term eye

Why add berries to an eye product? First, bilberry has long been known to enhance vision --

especially night vision. Interest in this fruit started after World War 11,when British Royal Air

Force pilots reported an improvement in night vision after eating bilberry jam. Since then,

studies have found that bilberries have a special affinity for the eyes, especially the macula,

where -- because of their strong antioxidant abilities -- they protect from free radicals. In

addition, bilberries have been found to strengthen the blood vessels all through the body,

including in the eye, which helps promote normal circulation, supporting the eye’s ability to

adjust to different lighting levels.

The blueberry, because of its similarity to the bilberry, is thouglht to have some of the same

effects on the eye. However, recent research has discovered that this particular berry has

incredible antioxidant power, In Japan, it is known as the “vision fruit, ” and recent studies

at the US Department of Agriculture (USDA) Human Nutrition Research Center on Aging at

Tufts University in Boston, blueberries beat out 39 other common fruits and vegetables in

antioxidant power. “If you want to slow down the free radical aging process, blueberries are

the leader of the pack, ” Dr. Prior, head of the USDA Phytochemical Laboratory at Tufts says.

NutraView helps protect your eyes with natural ingredients shovvn to enhance eye health and

help maintain good vision. With NutraView, you can see clearly for years to come.

In studies, those consuming adequate amounts of the key ingredients in NutraView had

healthier maculas and lenses than those who didn’t.

Enhanced Vision: Helps keep eyes healthy, even into old age; also promotes clear night vision

and macular health.

More Lutein: People with more Iutein in the macula of the eye were found to better retain

their ability to focus,

Vitamin C: Scientists found that women consuming vitamin C supplements had healthier eye

lenses.

Researchers have found that certain nutrients can help safeguard the eyes, and keep them

healthy . . . longer.

Scientists discovered that Iutein and zeaxanthin were the only carotenoids found in the eye,

and that people who ate more of these compounds had healthier eyes. In fact, the macula

of the eye -- which is the part that allows us to see detail and forms our central vision -- is

almost completely made up of Iutein and zeaxanthin. Studies found that people with more

Iutein and zeaxanthin in the macula were able to focus more clearly and had healthier eyes

than those who had less.
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. In addition to Iutein and zeaxanthin, vitamin C has been found to be very protective to the

eye -- especially to the lens.

. Bilberry extract, as well, has long been used for its ability to help maintain normal circulation

to the eyes and because it is reputed to help support goocl night vision. In addition,

blueberries have recently been suggested for good eye health because they have been found

to be one of the most powerful antioxidants -- compounds that neutralize free radicals.

. NutraView can help maintain your eyes’ good health.

. Antioxidants like Iutein and vitamin C help protect the lens from environmental

may cloud its surface.

● Promotes enhanced circulation to eyes and helps maintain proper night vision.

factors that

. Lutein: Protects the eye, especially the macula, from free radical damage and UV rays.

● Bilberry: Enhances night vision and maintains normal circulation to the eyes.

● Blueberry: A super-powerful antioxidant.

These statements contain the statutory disclaimer. The name of the clietary supplement is

NutraViewTM, and the relevant dietary ingredients are Vitamin C, Lutein, Blueberry Powder and

Bilberry Extract.

I certify that the foregoing is complete and accurate, and that Melaleuca, Inc., has substantiation,

that the statements are truthful and not misleading.

Very truly yours,
Y

Melaleuca, Inc.
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Kimberly A. Whitler

V.P. Product Marketing



I have reviewed the structure/function statements being made for
NutraView and the 403 W)(6) Notification to FDA dated January 25, 2000. I
certify that the structure/function statements made are Complete and
accurate and that Melaleuca has substantiation that the statements are
truthful and not misleading.
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