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Disclaimer

My comments reflect my 
own views and do not 
necessarily reflect the views 
of the Commission or of any 
individual Commissioner.
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FTC jurisdiction

Coordination with FDA

FTC advertising law basics

Law enforcement cases

Warning letters

Tips and resources
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Overview



Nation’s only general jurisdiction 
consumer protection and privacy 
enforcement agency
Broad mandate: stop deceptive 
and unfair practices in commerce
Includes all forms of 
marketing/all products and
services
Policing health fraud is high priority

Federal Trade Commission

FTC Mission



All forms of marketing
Traditional Advertising: TV, radio, print
Online and Mobile: websites, Facebook,  

YouTube, Twitter, banner ads, sponsored  
links, blog posts, emails, texts

PR: press releases, media interviews, event  
sponsorship

Viral: word of mouth
Labeling: package, inserts, point of sale  

(defer to FDA on supplement labeling)



FTC authority over foods 
(including dietary supplements), 
OTC drugs, and OTC devices
overlaps with FDA

Liaison Agreement: FDA has  
primary authority over claims made in  
labeling; FTC has primary authority  
over advertising (defined broadly)
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FTC/FDA Coordination



FTC legal framework differs from FDA:

Primarily a law enforcement agency

No pre-market approval of claims

No regulatory distinction between 
product  categories (drug, dietary 
supplement, device)

No regulatory distinction between types 
of  claims (health, disease,
structure/function)
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FTC/FDA Coordination



Complementary, consistent actions

Avoid duplication

Joint action use unique tools of each
agency

Rely on nutrition and science expertise of
FDA

Defer to FDA on content, purity, safety
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FTC/FDA Coordination
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 Section 5: prohibits unfair or deceptive  
acts or practices in commerce.

 Section 12: prohibits false ads for foods,  
supplements, drugs, devices, cosmetics.

15 U.S.C. §§ 45, 52.

In other words:

 Ads must be truthful and not misleading.

 Objective claims must be substantiated 
before they are made.

FTC Advertising Law



1. What claims are conveyed?
2. Are the claims substantiated?



FTC Case –Ad Meaning
What claims are conveyed?

Consumer driven

Express and implied claims

Net impression of the ad

Testimonials convey efficacy

Disclosure of material  
information*

*Mouseprint footnotes are not effective disclosures



Substantiation Standard
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For any health-related claim,  
including efficacy and safety of  
dietary supplements, FTC  
requires:

“competent and reliable  
scientific evidence”



In other words:
Rigorous scientific standard based on 

accepted norms of experts in the field.
Quality as important as quantity. No fixed  

formula for number, length, size of studies.
With rare exceptions need high quality 

human clinical trials
FDA substantiation guidance for 

structure/function claims closely mirrors FTC 
substantiation policy
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FTC Substantiation Policy



Context
Don’t evaluate studies in isolation
Consider all relevant evidence
Reconcile inconsistent/conflicting

results
Claim may need to be qualified
Don’t make claim if contradicted by 

weight of evidence
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FTC Substantiation Policy



POM Wonderful ( 2013)
Federal Trade Commission

• “30% decrease in arterial plaque”
• “Slowed PSA doubling time by nearly 350%”
• “40% as effective as Viagra”



 Heart Disease: One small study suggested  
benefit for carotid artery plaque; 2 larger  
subsequent study found no difference on this  
and other heart-related measures. Post hoc  
analysis showed some benefit in subgroup of  
subjects with high HDL/low LDL.

 Prostate Cancer: No blinding, no control,  
slower PSA doubling time likely due to  
surgery/radiation, not pomegranate juice

 Erectile Dysfunction: Unvalidated measure  
just short of statistical significance; validated  
measure far short of statistical significance

 Ads selectively reported favorable results;  
ignored more reliable evidence.
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POM Wonderful (2013)
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Relevance to Product/Claim:

Product and claims should match the
science

Amount/form of ingredient

Population studied

Degree/nature of effect

Strength of the science

FTC Substantiation Policy
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Health and safety risks

Serious diseases and
conditions

Children

Outright false claims

Widespread or substantial
injury

FTC Enforcement Priorities



Federal Trade Commission

RECENT FTC CASES



CellMark (2018)
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NextGen Nutritionals (2017)
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NextGen Nutritionals (2017)



Catlin Enterprises (2017)

Withdrawal Ease
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Nobetes Corp. (2018)
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Nobetes Corp. (2018)
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Warning Letters



Issued jointly by FDA and FTC to the 
following dietary supplement marketers:

 Gold Crown Natural Products

 TEK Naturals

 Pure Nootropics, LLC

Federal Trade Commission

Alzheimer’s Disease Warning Letters
(Feb. 11, 2019)



Issued jointly by FDA and FTC to the 
following CBD product marketers:

 Nutra Pure LLC

 PotNetwork Holdings, Inc.

 Advanced Spine and Pain, LLC (d/b/a 
Relievus)
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Cannabidiol (CBD) Warning Letters
(Mar. 28, 2019)
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Tips and Resources
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Thank you


