


 
 Part II prohibits Respondents from making any representation, other than representations 
covered under Part I, about the health benefits, performance, efficacy, safety, or side effects of 
any covered product, unless the representation is non-misleading, and, at the time of making 
such representation, they possess and rely upon competent and reliable scientific evidence that is 
sufficient in quality and quantity based on standards generally accepted by experts in the relevant 
disease, condition, or function to which the representation relates, when considered in light of the 
entire body of relevant and reliable scientific evidence, to substantiate that the representation is 
true.   
 
 For purposes of Part II, “competent and reliable scientific evidence” means tests, 
analyses, research, or studies that (1) have been conducted and evaluated in an objective manner 
by experts in the relevant disease, condition, or function to which the representation relates; (2) 
that are generally accepted by such experts to yield accurate and reliable results; and (3) that are 
randomized, double-blind, and placebo-controlled human clinical testing of the covered product, 
or of an essentially equivalent product, when such experts would generally require such human 
clinical testing to substantiate that the representation is true. 
 

Part III prohibits misrepresentations about tests and studies.  Part IV provides 


