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WARNING LETTER
ONPLDS-22-01

BY CERTIFIED MAIL
RETURN RECEIPT REQUESTED

James J. Duffy

President

Clearly Canadian Beverage Corp.
1600 Port Drive

Burlington, Washington 98233

Dear Mr. Duffy:

The Food and Drug Administration (FDA) has reviewed the label of your "reebok
FITNESS WATER ENHANCED WATER BEVERAGE." We have concluded that the
label causes the product to be in violation of the Federal Food, Drug, and Cosmetic Act
(the Act), and Title 21, Code of Federal Regulations (21 CFR), Part 101- Food Labeling.

"Reebok FITNESS WATER ENHANCED WATER BEVERAGE" is misbranded under
section 403(q)(1)(A)(i) of the Act because the product serving size (710 ml (24 fl 0z)) is
nearly three times the Reference Amount Customarily Consumed (RACC) established for
non-carbonated beverages (240 ml) {21 CFR 101.12(b)] and cannot reasonably be
consumed at a single-eating occasion [21 CFR 101.9(b)(6)].

The product is also misbranded under section 403(r)(1)(A) of the Act because the label
bears a nutrient content claim that is not authorized by regulation or the Act or is not
consistent with an authorizing regulation. Use of the claim "ENHANCED WATER
BEVERAGE," in conjunction with highlighting vitamins C, B6, B12, Folic Acid and the
minerals selenium, zinc, calcium as well as the electrolytes magnesium and potassium on
the principal display panel puts the term "enhanced" in the context of an unauthorized
synonym for the nutrient content claim "added." The regulations define the nutrient
content claim "added" in part, that the food contains at least 10 percent or more of the
Reference Daily Intake (RDI) of vitamins or minerals or of the Daily Reference Value
(DRYV) of protein, dietary fiber, or potassium per RACC than an appropriate reference
food [21 CFR 101.54(e)]. The RACC for beverages is 240 ml. Since this beverage does
not contain 10% of the RDI for vitamins C, B6, B12, folic acid and minerals selenium,
zinc, calcium, magnesium nor of the DRV for potassium per RACC (240 ml), the claim
"ENHANCED WATER BEVERAGE" misbrands the product. Furthermore,
CitrimaxTM and Chromemate® are not one of the substances included in 21 CFR
101.54(e), therefore the claim "enhanced" in association with these two ingredients is not
authorized.
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