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Office of Special Nutritionals (HFS-450) J
Center for Food Safety and Applied Nutrition , 1
Food and Drug Administration
200 C Street, S. W. ) {
Washington, D. C. 20204 WW
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Dear Sir/Madam: f By /

ey

| have enclosed notification forms that are intended to comply with Section 6
of the Dietary Supplement Health and Education Act of 1994 and Rule 21 C.F.R.
§101.93. One dietary supplement called Level 90™ is discussed. | have listed the
structure-function statements found on the product label and associated
support literature, and have identified the product ingredients that are the
subject of the statements.

Thank you.

Sincerely,

G

James L. Wilmer, Ph. D.
Director, Scientific Affairs

Enclosures: 1 original and 2 copies
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NOTIFICATION PURSUANT TO |
SECTION 6 OF DSHEA f
AND RULE 21 CFR§101.93
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This notification is being filed on behalf of Market America, Inc. which is
the distributor of the product bearing the statements identified in this
notification. Its business address is 1302 Pleasant Ridge Road, Greensboro, NC
27409. This notification is being made pursuant to Section 6 of DSHEA and Rule
21 CFR §101.93. The dietary supplement product on whose label or labeling the
statements appear is Level 90™,

The text of each structure-function statement for which notification is now
being given.is:

Statement 1: "Level 90™ Blood Sugar Stabilizer is a unique combination of
vitamins, minerals, amino acids, a sugar blocker, and a coenzyme that all work
together to support sugar metabolism. It helps promote a healthy glucose
tolerance level that can help boost the calorie-burning process, resulting in
fewer sugars being converted to — and stored as — fat. Level 90 is a unique
formula of proven, and active ingredients which have been shown to have a
positive effect on maintaining stable blood glucose levels.”—Brochure

Staiement 2: "Blood Sugar Stabilizer” —Bottle Label

The following summary identifies the dietary ingredients or supplements
for which a statement has been made:

Statement  Identity of Dietary Ingredient or Supplement

Number(s) _That Is the Subject of the Statement

1.~-2. Level 90™ is composed of the following ingredients: niacin, niacinamide,
magnesium oxide, chromium, vitamin B¢, glucomannan, L-glutamic acid,
L-carnitine, coenzyme Q0, vanadium; other ingredients include:
microcrystalline cellulose, stearic acid, magnesium sulfate, silicon
dioxide, croscarmellose sodium, and dicalcium phosphate.

The following identifies the brand name of each supplement for which a
statement is made:



Statefnent

Number(s) Brand Name Label or Labeling
1. ' N Level 90™ Brochure
2. S Level 90™ Bottle label

I, James L. Wilmer, am authorized to certify this Notification on behalf of
Market America, Inc. | certify that the information presented and contained in
this Notification is complete and accurate, and that Market America, Inc. has
substantiation that each structure-function statement is truthful and not
misteading.

Date Signed: %(n] /8 2003 By: W { U2 an

James L. Wilmer, Ph. D.
Director, Scientific Affairs
Market America, Inc.




