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CONFIDENTIAL 
SECTION TWO 

Name of `the new dietary ingredient that is the subject of the 
premarket notification . See 21 CFR § 190 .6(b) (2) . 

The new dietary ingredient is identified as CVT-E002, which is a 
patented and proprietary 

CVT-E002 first entered the consumer market in 1996 as a commercial 
health supplement in Canada under the brand name, "COLD-fX,&." It has 
been on the market from . 1996 to the present date 



CVT-E002 meets the legal definition of a dietary supplement 

pursuant to Section 201 (ff) (1) (C) and (F) of the FDC Act . 


