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 The Federal Trade Commission (“Commission” or “FTC”) announces today a settlement 
in HCG Platinum, a matter involving the advertising and marketing of weight-loss products 
purportedly containing human chorionic gonadotropin (“HCG”), a hormone produced by the 
human placenta that has long been falsely promoted by various marketers for weight loss.  The 
FTC alleged in our October 2013 district court complaint that the defendants had made false or 
unsubstantiated claims that HCG Platinum products would cause rapid and substantial weight 
loss, were safe, and were clinically proven to burn fat, reduce weight, and lower cholesterol.1   
 

Enforcement efforts that challenge false or unsubstantiated claims are an important 
component of the Commission’s mission to protect consumers from economic injury.2  This 
matter, where defendants promoted a very low-calorie 
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articulate the threshold level of evidence sufficient to substantiate a claim as a bright-line rule or 
as a more flexible standard inevitably involves tradeoffs between any consumer welfare gains 
generated by that increase in certainty on the one hand and the cost to consumers of reduced 
accuracy and less flexibility on the other.6   
 

The optimal amount and type of evidence to substantiate any future claim – that is, the 
standard that best balances consumer welfare losses from deceptive claims against consumer 
welfare gains from the supply of accurate information – will vary from case to case.  A rigid 
standard establishing a fixed number of RCTs in each case cannot account for the significant 
variance in quality across RCTs, and thus it runs the risk of overdeterring truthful claims that do 
not meet this standard.  For purposes of quantifying the amount of evidence necessary to 
substantiate future claims, I believe that a more flexible standard would instead require the 
respondents to obtain “human clinical testing” of the product at issue that is sufficient in quality 
and quantity, based upon standards generally accepted by relevant experts.7   

 
Consider a potential defendant under a Commission order making the choice between 

conducting two studies of size N, or one study of size 2N, using the same study design and 
methodology.  Combining the two studies to get a single study of size 2N would result in 
additional statistical precision and, as a matter of inference, the combined sample would yield 

http://blogs.fda.gov/fdavoice/index.php/2014/02/why-fda-supports-a-flexible-approach-to-drug-development/
http://blogs.fda.gov/fdavoice/index.php/2014/02/why-fda-supports-a-flexible-approach-to-drug-development/
http://www.ftc.gov/enforcement/cases-proceedings/122-3067/i-health-martek-matter


3 
 

circumstances posited above, any gains from replication would be quite limited because little 
statistical power or precision would be added from a second study.  Replication is val
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Finally, although the level of substantiation articulated in FTC orders necessarily applies 

only to the defendants at issue, I am concerned that there is a danger that these heightened 
requirements will cause a misimpression that such levels of substantiation are required for others, 
in the first instance.


