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Disclaimer


My comments today reflect my own views, 
and do not necessarily reflect the views of 
the Commission or any individual 
Commissioner. 



FTC Jurisdiction


�The FTC Act prohibits: 
� Unfair or deceptive acts or practices in or 

affecting commerce. 15 U.S.C.§ 45 
� The dissemination of any false 

advertisement for the purpose of inducing 
the purchase of food, drugs, devices, 
services, or cosmetics. 15 U.S.C. § 52(a) 



Elements of Deception


�A representation, omission, or practice 

that is likely to mislead a reasonable 

consumer under the circumstances. 

�The representation, omission, or 

practice must be “material.” 



Deception does not require . . .


�Knowledge of falsity.

�Intent to deceive.

�Actual deception.

�Substantial consumer injury.




False advertisement


�A false advertisement is an 
advertisement that is “misleading in a 
material respect.” 
�A false advertisement need not contain 

any “false” statements.  



FDA/FTC MOU


� Memorandum of Understanding
between the FTC and FDA 

� FTC has primary jurisdiction over
advertising 

� FDA has primary jurisdiction over
labeling 



FTC’s Unique Approach


�	 FTC jurisdiction and analysis is not affected
by: 

�	 Compliance with FDA structure/function analysis 

�	 Use of “FDA disclaimer” 

�	 The classification of the article (food, drug, or
dietary supplement). 

This statement has not been evaluated by the 
[FDA]. This product is not intended to diagnose, 
treat, cure or prevent any disease. 



FDA Safe Harbor


IT IS FURTHER ORDERED that: 
A. Nothing in this Order shall prohibit Stipulating

Defendants from making any representation for any drug
that is permitted in labeling for such drug under any
tentative or final standard promulgated by the Food
and Drug Administration, or under any new drug
application approved by the Food and Drug
Administration; and 

B. Nothing in this Order shall prohibit Stipulating
Defendants from making any representation for any
product that is specifically permitted in labeling for
such product by regulations promulgated by the Food
and Drug Administration pursuant to the Nutrition
Labeling and Education Act of 1990. 



Core Violations


�False Statements 
�Omissions of Material Facts 
�Unsubstantiated Efficacy and Safety 

Claims 





$8.3 million judgment! 

$5 million performance bond! 



False Establishment Claims


In our clinical studies, we have found
that regular intake of HeightMaxrM
in a six month period has resuited in 
a 10% to 25% gain in height versus
subjects who did not take
HeightMax'". These controlled trials
used subjects that are of the same 
gender, race, lifestyle (e.9. diet,
exercise, amount of sleep) and socio-
economic background. The height
advantage for subjects who took 
HeightMaxTw for more than a year 
was even more astounding with
growth at a rate of 20°/o to 3S0/o 
greater than those vvho As featured 
in Newsweek did not take 
WeightMaxm. 



Omissions


�A misleading omission occurs when 
qualifying information necessary to prevent a 
practice, claim, representation, or reasonable 
expectation or belief from being misleading is 
not disclosed. 
�Omission may be misleading even if express 

statements are truthful. 
� Omission must be material. 



Examples: Deceptive Omissions


Formor, Inc. represented that ingestion of St. John's Kava
Kava is effective in the treatment of HIV/AIDS, but failed 
to disclose that ingestion of St. John's Wort is not 
compatible with use of protease inhibitors and other drugs 
used in the treatment of HIV/AIDS. 
Snore Formula, Inc. represented that Dr. Harris' Original 
Snore Formula tablets were effective for the treatment of 
the "early stages" of sleep apnea but failed to disclose that 
persons who have symptoms of sleep apnea should consult a 
physician because sleep apnea is a potentially life-
threatening condition. 
Campbell Soup Co., 115 F.T.C. 788 (1992) (consent)
(represented that low-fat and low-cholesterol soups reduce 
risk of heart disease; high sodium content not disclosed). 



Unsubstantiated Claims


Making objective claims without a reasonable
basis constitutes a deceptive practice. 

In general, health claims must be
substantiated by competent and reliable
scientific evidence. 

What constitutes CTSE in a particular case
usually turns on what would independent
experts with expertise in the field rely on. 



CRSE Defined


“Competent and reliable scientific evidence” 
shall mean tests, analyses, research,
studies, or other evidence based on the 
expertise of professionals in the relevant 
area, that has been conducted and 
evaluated in an objective manner by
persons qualified to do so, using
procedures generally accepted in the
profession to yield accurate and reliable
results. 



Unsubstantiated Efficacy Claims


In our clinical studies, we have found

that regular intake of HeightMaxrM

in a six month period has resuited in 

a 10% to 25% gain in height versus

subjects who did not take

HeightMax'". These controlled trials

used subjects that are of the same 

gender, race, lifestyle (e.9. diet,

exercise, amount of sleep) and socio
-
economic background. The height

advantage for subjects who took

HeightMaxTw for more than a year 

was even more astounding with

growth at a rate of 20°/o to 3S0/o 

greater than those vvho As featured 

in Newsweek did not take 

WeightMaxm.




Unsubstantiated Superiority Claim 

� Doan’s advertised that their back pain medication
(containing magnesium salicylate) contained a
“special” or “unique” ingredient that no other pain 
reliever has. This was true. Ads compared it to
Advil, Tylenol, and Bayer. A superior efficacy claim
was implied. 

�	 No studies showed that magnesium salicylate is 
better than aspirin, ibuprofen, naproxen sodium, or
acetaminophen for back pain or anything else. 



Unsubstantiated Safety Claims 

Met-Rx USA, Inc. represented that their 
androgen products (Andro Heat  among 
others) were safe, produced no or 
minimal negative side effects, and did 
not pose health and safety risks similar 
to those associated with the use of 
anabolic steroids. 



Mislead “reasonable consumers” 

�Viewpoint of the target audience; e.g., if 
the target audience is adolescents, the 
ad will be viewed from their perspective. 
�An interpretation will be presumed 

reasonable if it is one the respondent 
intended to convey. 



Multiple meanings . . .


�An ad can convey multiple implied 
messages. 
�Where an ad conveys more than one

meaning, only one of which is
misleading, a seller is liable for the
misleading interpretation even if
nonmisleading interpretations are 
possible. 



Multiple meanings . . . 

�An interpretation may be reasonable 
even though it is not shared by a 
majority of consumers in the relevant 
class, or by particularly sophisticated 
consumers. 



Ad meaning . . .


�Primary evidence of ad meaning is the ad 
itself. 
�Express claims directly state the 

representation at issue and the 
representation itself establishes the meaning 
of the ad claim. 
�Implied claims are determined based on the 


net impression of the ad taken as a whole. 




Ad meaning - Extrinsic evidence 

� “The Commission may rely on the ad itself and need
not resort to extrinsic evidence if the text or 
depictions are clear enough that the Commission can
‘conclude with confidence’ that the claim is conveyed 
to reasonable consumers.” Primary evidence of ad 
meaning is the ad itself. 

� Extrinsic evidence can “include common usage of
terms, expert opinion as to how an advertisement
might reasonably be interpreted, copy tests, generally
accepted principles of consumer behavior, surveys,
or ‘any other reliable evidence of consumer
interpretation.” 



Qualifier and disclaimers 

�Qualifiers and disclaimers are analyzed 
on an individual basis, but generally are 
viewed with skepticism. 
� Not observed. 
� Contradictory messages. 

�Subsequent disclaimers are generally 
not adequate to dispel deception. 



Efficacy of treatments for AD/HD 
Safety of sports/muscle-building
products 
Safety of herbal street drug knock-off 
Efficacy of cold remedy 
Growth Enhancement 
Weight Loss 

Enforcement Activities




FTC AD/HD Supplement Cases 
Pediactive-A.D.D. (Natural Organics-in litigation) 
Phosphatidylserine DMAE complex 
Efalex Focus (Efamol-consent) Essential Fatty
Acids 
J& R Research pycnogenol supplements
(consent) 
God’s Recipe (New Vision-consent) 3 product

regimen including Grape seed extract, gingko
and other herbs, essential minerals, and multi-
enzymes with alfalfa and barley sprouts 



FTC Androgen Cases 

Body-building supplement use pervasive 

among high school and younger athletes 


Promoted as safe natural alternatives to 
steroids 



FTC Androgen Cases 
AST and Met-Rx(consents): sold 14 
androgen supplements, e.g. 3-Andro 
Xtreme, Andro Heat. 
FTC challenged safety/no side effects

claims. Required strong warning
statements about risks of steroid 
hormones, and about ephedra in
labeling and advertising. 



Other cases related to 

children 
Herbal Ecstacy (Global World Media
Corp. – consent) ephedra/caffeine 
supplement promoted in very high doses
as a natural “high.” 

Claims included “absolutely safe no side
effects” 
Marketing targeted young audiences
(Nickelodeon/MTV) 
FTC order banned promotion to under
21 audiences and requires strong
warning re ephedra 



Colds


Cold-Eeze lozenges and Kids-Eeze 
Bubble Gum (Quigley Corp. – consent) 
zinc supplements for colds, allergies 

Claims included efficacy as cold 

treatment in children




Children 

Sunny Health Nutrition Technology et al. 
(stipulated final order 2006) 



Pedia Loss




PediaLean
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