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Dear Mr. Geist:

The Food and Drug Administration (FDA) has reviewed the label for your Premier eight
Ultra Low Carb Sports Bar. Our review reveals that this label causes the above product
to be in violation of the Federal Food, Drug, and Cosmetic Act (the Act) as follows:

This product is misbranded because the label bears the nutrient content claim “ULTRA
LOW CARB” which is not authorized by regulation or the Act (21 U.S.C. 343(r)(1)(A)).
Similarly the claim “ONLY 8 GRAMS OF CARBS?” is inappropriate on this label since it
implies that there is a littie of the nutrient in the product and that the product is low in
carbohydrates. Although there is no regulation that would authorize the types of claims
set out above for carbohydrates, you may declare the amount (e.g., grams) of
carbohydrates in a serving of this bar provided the statement does not imply that there is a

The label bears the statement “This product contains Glycerol. Glycerol is not a
carbohydrate but has a caloric value of 4.32 calories per gram.” It is not clear from this
statement whether glycerol is inciuded in the declaration of “total carbohydrates.” We
advise that glycerol must be included in the value declared for “Total Carbohydrates.”
The above violations are not meant to be an all inclusive list of deficiencies on your
labels. It is your responsibility to assure that all of your products are labeled in
compliance with the laws and regulations enforced by FDA. You should take prompt
action to correct these deviations and prevent their future recurrence. Failure to make
prompt corrections could result in regulatory action without further notice. Possible
actions include seizure and/or injunction.
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