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August 23, 2001

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:

Naturally promotes relaxation and restful sleep.

Whether it’s stress from the previous day or anxiety about the day ahead, RestEZ™ is a
non-habit forming supplement that helps you relax and have a naturally restful sleep. It’s
the only formula that combines standardized extracts of valerian, kava, and passion
flower with hops and spearmint to promote relaxation and normal sleep patterns without
day-after grogginess.

The natural and safe way to promote restful sleep.
RestEZ gently soothes away tension--helping you sleep and rest deeply. RestEZ’s
proprietary blend of four relaxing natural herbs are known to provide relief of occasional

sleeplessness--helping you wake up rested, alert, and ready to tackle your busy day.

Promotes deep sleep essential to repairing and rebuilding immune, circulatory and
muscular systems.

Contains research-recommended doses of four natural herbs known to promote relaxation
and soothe away tension.

Wake up more easily because the all-natural formula won’t knock you out or leave you
drowsy the next morning.
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. RestEZ--a proprietary blend of natural, relaxing extracts--helps make the stresses of the

2 day recede, and consequently, promotes a deeper rest. Scientists have discovered that
certain herbs can help you relax and relieve stress--to help you sleep deeply. RestEZ’s
proprietary formula combines four calming, relaxing extracts--valerian, kava, passion
flower, and hops--in research recommended amounts.

. Four ingredients to promote restful sleep.

. Study after study has proven [valerian’s] effectiveness in helping attain restful sleep.

. [S]tudies show kava to be effective in promoting a relaxed feeling.

. Pillows stuffed with hops have been used for centuries to promdte sleep.

. The nonhabit forming ingredients are known to promote a good night’s sleep--without

unwanted side effects.

. Let RestEZ help you get the deep sleep you need at night so you can tackle all that life
hands you during the day. Take RestEZ tonight . . . for a better day tomorrow.

. Unlike one-time use products, RestEZ is designed to help you get back to a normal sleep
cycle. Because everyone has unique sleep patterns, the natural ingredients in RestEZ will
likely effect your sleep over time--typically two to three weeks.

These statements contain the statutory disclaimer. The name of the dietary supplement is
RestEZ™, and the relevant dietary ingredients are valerian, kava kava, hops, spearmint and

passion flower.

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,
Melaleuca, Inc.

or B
Jeff Wasden

V.P. Product Marketing




