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Office of Nutritional Products, Labeling and
Dietary Supplements (HFS-800)

Center for Food Safety and Applied Nutrition

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740-3835

SECTION 403(r)(6) NOTIFICATION
RE:CARB OUT

Dear Sir or Madam:

In accordance with the requirements of section 403 (r)(6) of the Federal Food, Drug and
Cosmetic Act, EDGE LABS INC. notifies FDA that it has begun using the following statements
regarding a standardized white kidney bean extract and a combination of chromium and biotin in
a patented formula:

“Carb Out is designed to be taken before meals using Phase 2™ a clinically proven
carbohydrate inhibitor and Diachrome™, a patented product developed to aid in

glucose metabolism.”

“Carb Out performs in your stomach as vour body goes to work di ting food.”

“Carb Out is a unique formula that taken during a meal is designed to intercept the
body’s absorption of calories from carbohydrates.”

‘Each delicious serving works in the stomach to inter the body’s absorption of
carbohydrates, aid in the metabolism of glucose and curb ar cravings.”

Which contain the statutory statement, on the foliowing product:
Carb Out

| certify that the foregoing is complete and accurate, and that EDGE LABS has substantiation
that the statements are truthful and not misleading.

Very truly yours,
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