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FTC Jurisdiction Is Broad

• FTC Act 
– Section 5 (15 U.S.C. § 45) outlaws “unfair or 

deceptive acts or practices”

– Section 12 (15 U.S.C. § 52) prohibits false 
advertisements for foods, drugs, devices, or 
cosmetics

• We do not regulate the practice of 
medicine with individual patients

2



Actions Against Licensed Medical 
Professionals
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Same Legal Standards Apply to All 
Products, All Industries

• FDA regulatory status does not affect legal 
obligations under the FTC Act (and using the 
DSHEA disclaimer is not a safe harbor)

• All channels of advertising are covered, 
including traditional media (print, radio, 
television), online ads, websites, social 
media, email, product labeling, and point-of-
sale displays
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Enforcement Options

• Informal (e.g., closing letter)

• More formal, but short of court filing 
(e.g., warning letter)

• Formal enforcement action

– Federal Court (since 1973)

– Administrative Proceeding (since 1914)
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Remedies

• Injunctions

• Redress/Disgorgement*

• In certain circumstances, civil penalties 
may be available (currently up to 
$51,744 per violation; increased each 
year for inflation)
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What Claim Is Being Made?

• Advertiser is responsible for both express and implied claims 
– what is important is the “net impression” of the ad from 
the viewpoint of the intended audience

• Advertiser is responsible for claims made through 
endorsements and testimonials

• If an ad is subject to more than one reasonable 
interpretation, advertiser is responsible for each one
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What Scientific Proof Do You Need for 
Health Claims?

• All health claims require competent and 
reliable scientific evidence

• Disease treatment or cure claims require 
human clinical studies (randomized, 
placebo-controlled, double-blind, measuring 
relevant endpoints or validated surrogate 
markers, with statistically significant results)
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What About Claims of Clinical Proof?

• An advertiser must have at least the level of 
proof claimed (e.g., reference to a clinical 
study or scientific research)

• Claims that a product is “clinically proven” 
or “scientifically proven” to work require 
evidence sufficient to satisfy the relevant 
scientific community of the claim’s truth
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Health Products Compliance 
Guidance

• Updated in December 
2022 – drawn from 
experience in FTC 
enforcement cases

• Staff interpretation of 
substantiation 
requirements

• Does not have the force 
of law
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FTC Coordination with FDA

• Memorandum of Understanding

– FTC has primary responsibility for advertising of foods, OTC drugs, 
devices, and cosmetics

– FDA has primary responsibility for labeling of foods, drugs, 
devices, cosmetics; and Rx drug advertising

• Continuing communication, coordination, and information 
sharing

• Many joint enforcement initiatives

11



In re A&O Enterprises dba iV Bars and 
Aaron K. Roberts

• Respondents operated a chain of IV clinics in Texas and 
Colorado

• FTC challenged false or unsubstantiated claims that the IV 
cocktails were:

– Effective treatments for cancer, cardiovascular disease, MS, 
diabetes, fibromyalgia, etc.

– Clinically proven to treat various diseases

– Safe for all ages

– Free of side effects
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Advertising in iV Bars Case
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Advertising in iV Bars Case
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Advertising in iV Bars Case
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Advertising in iV Bars Case
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Advertising in iV Bars Case

17



iV Bars Consent Order

• Requires human clinical testing for disease claims

• Requires competent and reliable scientific evidence for 
other health claims

• iV Bars also agreed to send an email notice to consumers 
who had purchased the Myers Cocktail, informing them that 
scientific evidence has not shown the cocktail to be an 
effective treatment for any disease
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COVID-19 Warning Letters

• The FTC issued more than 450 warning letters to marketers promoting 
products and services to prevent, treat, or cure COVID-19

• About one-third of the letters were issued jointly with the FDA

• More than 70 letters challenged various IV therapies (e.g., Vitamins C and 
D, glutathione, Myers Cocktail)

• Many clinics offer IV therapies along with other alternative or 
compounded treatments (e.g., vitamin injections, ozone, HBOT, stem cells, 
peptides)
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Questions?

• www.ftc.gov

• www.ftc.gov/tips-advice/business-center

cdelorme@ftc.gov
202-326-2095
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