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Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied Nutrition
Food and Drug Administration

200 C Street, S.W.

Washington, DC 20204

Re: SECTION 403(r)(6) NOTIFICATION
Dear Sir or Madam:

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 following statements:

. Digestive balance. FiberWise contains beneficial prebiotics and probiotics that help maintain a
favorable balance of intestinal flora for optimal functioning of the digestive tract.

. FiberWise™ is the great-tasting fiber and nutrient complex that targets the total health of your
digestive system. Each serving gives you 5 grams of total dietary fiber plus vitamins and herbs
essential to digestive health. FiberWise can be taken every day as part of a healthy diet.

. Maintains regularity. Fiber for regularity. Each serving contains 3.2 grams of psyllium husk, the
#1 doctor-recommended bulk fiber. Increasing your fiber intake promotes regularity and the
elimination of toxins.

. Soothes and Supplements. Soothing supplements. Licorice root, ginger, burdock, and other herbs
are known to soothe the digestive tract while antioxidant vitamins A, C, and E support digestive
health and function.

. Provides balance. Contains beneficial prebiotics and probiotics that help maintain balance in the

intestine for optimal functioning of the digestive tract.

. Naturally promotes total digestive health.

. FiberWise has a special blend of soluble and insoluble fiber that helps keep your digestive tract
healthy and regular, plus natural biotics and nutrients that will add to your overall health for years
to come. It’s a natural fix for occasional digestive problems and an important part of your long-

term health plan. Bring a natural balance to your nutrition today.

. Every serving gives you a daily boost of fiber along with nutrients, healthy biotics, and herbs to
help keep you healthy and regular--all in a great tasting orange-flavored drink.
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. FiberWise contains the #1 recommended bulk-fiber psyllium husk. Psyllium has been used for
centuries for its regularity-promoting benefits.

. FiberWise also contains aloe vera and garlic extracts to help relieve occasional constipation, as
well as peppermint and ginger, which are known to help soothe the gastrointestinal tract.

. Together, these ingredients work to keep your body regular. But FiberWise goes beyond just
helping relieve occasional constipation.

. FiberWise also contains a careful combination of vitamin complexes designed to enhance your
health now and help keep you healthy. FiberWise also contains vitamins A, C, and E, grape seed,
and green tea extracts to give you additional health benefits.

. You’ll also get special prebiotics and probiotics in FiberWise. Prebiotics help nourish the ‘good’
bacteria in your intestines, aiding in digestion and long term health. Probiotics maintain balance in
your intestine, promoting immunity and the ability of your body to use nutrients. When combined
with a healthy diet, these two ingredients work well together to help promote digestive tract health.

) While you’re keeping your digestive system healthy and regular, you’ll be providing heart-healthy
benefits as well.

These statements contain the statutory disclaimer. The name of the dietary supplement is FiberWise™,
and the relevant dietary ingredients are vitamin A, vitamin C, vitamin E, folic acid, psyllium husk, rice
bran, fructooligosaccharides, maltodextrin fiber, apple fiber, oat fiber, lactobacillus sporogenes, CoQ-10,
green tea leaf extract, grape seed extract, aloe vera leaf extract, garlic bulb extract, ginger root extract,
licorice root extract, burdock root extract, peppermint leaf extract, slipper elm bark extract.

I certify that the foregoing is complete and accurate, and that Melaleuca, Inc., has substantiation that the
statements are fruthful and not misleading,.

Very truly yours,

Melaleuca, Inc.

Geff Wasden

V.P. Product Marketing




