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appropriate circumstances, against individual owners and corporate o�cers of the marketer, 
as well as ad agencies, distributors, retailers, catalog companies, infomercial producers, expert 
endorsers, and others engaged in deceptive marketing and promotion.6 

The FTC can seek a variety of remedies for deceptive advertising.  The consequences 
of deceiving consumers about the safety, e�cacy, or other benefits of a product can be 
substantial.  The FTC can obtain an order that stops the deceptive claims and requires that 
future marketing be truthful and substantiated.  In appropriate circumstances, the FTC also 
can mandate certain disclosures or require that a marketer engage in corrective advertising to 
cure any lingering deception in the marketplace.7  In particularly egregious instances, the FTC 
has asked a court to ban a company or individual from engaging in certain marketing activities 
altogether.8  The FTC also can seek financial remedies, including, in some instances, consumer 
refunds or civil penalties. 

B.	 Coordination with FDA

The FTC and the Food and Drug Administration (FDA) share jurisdiction over the marketing 
of dietary supplements, foods, drugs, devices, and other health-related products.  The 
agencies coordinate their enforcement and regulatory e�orts pursuant to a Memorandum 
of Understanding – often called the “FDA-FTC Liaison Agreement” – that governs the basic 
division of responsibilities between them.9  The FDA has primary responsibility for claims that 
appear in labeling, including the package, product inserts, and other promotional materials 
available at point of sale.  The FTC has primary responsibility for claims in all forms of 
advertising.10  Because of this shared jurisdiction, the two agencies work closely to ensure that 
their enforcement e�orts are consistent to the fullest extent feasible.  Marketers should be 
aware that the FDA/FTC Liaison Agreement doesn’t limit the FTC’s jurisdiction or prohibit the 
agency from taking action against deceptive labeling claims or obtaining orders that address all 
forms of marketing, including claims that appear in labeling.  

C.	 Key Di�erences Between FTC and FDA Law

While both the FTC and the FDA require marketing of dietary supplements and other health-
related products to be truthful and accurate, there are some key di�erences in the agencies’ 
legal frameworks and approaches that marketers should keep in mind.

FTC advertising law applies to all products and claims.  Unlike FDA law, FTC law makes no 
bright-line distinctions between categories of health-related products or claims.  For example, 
provisions in the Dietary Supplement Health and Education Act of 1994 (DSHEA) regarding 
“structure/function” claims11 in labeling don’t govern the FTC’s assessment of those claims in 
advertising.12  The FTC follows the same basic steps when evaluating any health-related claim 

http://www.fda.gov/AboutFDA/PartnershipsCollaborations/MemorandaofUnderstandingMOUs/DomesticMOUs/ucm115791.htm
http://www.fda.gov/AboutFDA/PartnershipsCollaborations/MemorandaofUnderstandingMOUs/DomesticMOUs/ucm115791.htm
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regardless of whether, under FDA law, the claim would be considered a health claim, a structure/
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A.	 Identifying Claims and Interpreting Ad Meaning

1.	 IDENTIFYING EXPRESS AND IMPLIED CLAIMS

The first step in evaluating the truthfulness and accuracy of advertising and marketing materials 



Health Products Compliance Guidance  •  6  



Health Products Compliance Guidance  •  7  

images, along with the references to joint health and mobility, likely convey a claim that 
the product can dramatically improve the symptoms of arthritis.  

2.	WHEN TO DISCLOSE QUALIFYING INFORMATION

An ad also can be deceptive because of what it fails to say.  Under Section 15 of the FTC Act, an 
ad is misleading if it fails to disclose information that is material in light of the claims in the ad or 
with respect to how consumers would customarily use the product.21  Thus, if the ad would be 
misleading without certain key qualifying information, that information must be disclosed.  For 
example, advertisers should disclose any significant limitations on an advertised health benefit.  
Similarly, advertising that makes either an express or implied safety representation should include 
information about any significant safety risks.  Even absent a�rmative safety representations, 
advertisers may need to inform consumers of significant safety concerns related to the customary 
use of a product.22

Example 7:

An ad for a multi-vitamin and mineral supplement claims that the product can eliminate 
a specific mineral deficiency that results in feelings of fatigue.  In fact, less than 2% 
of the general population to which the ad is targeted su�er from this deficiency.  The 
advertiser should limit the claim so that consumers understand that only the small 
percentage of people who su�er from the actual mineral deficiency are likely to 
experience any reduction in fatigue from using the product.

Example 8:

The marketer of a weight-loss supplement cites a placebo-controlled, double-blind 
clinical study in an ad as demonstrating that the product resulted in an average weight 
loss of 12 pounds over an eight-week period.  The weight loss for the treatment 
group was, in fact, significantly greater than for the control subjects.  However, both 
the control and test subjects engaged in regular exercise and followed a restricted-
calorie diet as part of the study regimen.  The ad should make clear that users of the 
supplement also will need to reduce calories and engage in regular exercise to achieve 
similar results. 

Example 9:

An ad for an herbal product claims it is a natural pain remedy “without the side e�ects 
of over-the-counter pain relievers.”  However, there is substantial evidence that the 
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product can cause nausea in some consumers when taken regularly.  Because of the 
reference to the side e�ects of other pain relievers, consumers would likely understand 
this ad to mean that the herbal product poses no risk of significant side e�ects.  The 
advertiser should disclose information about the side e�ects of the herbal product.

Example 10:

An energy drink contains an ingredient that, when consumed daily over an extended 
period, can result in a significant increase in blood pressure.  Even absent any 
representation about the product’s safety, the marketer should disclose this potentially 
serious risk. 

Example 11:

A botanical supplement is marketed as an all-natural sleep aid for “when life’s stresses 
get you down or you are just too anxious to fall asleep.”  Although the botanical 
supplement doesn’t present any safety risk when used alone, the active compounds 
in the product use the same metabolic pathway as common prescription medications 
for anxiety and depression, interfering with the e�cacy of those medications.  This 
potential interaction should be disclosed.

3.	CLEAR AND CONSPICUOUS DISCLOSURE

When the disclosure of qualifying information is necessary to prevent an ad from being 
deceptive, advertisers should present the information clearly and conspicuously, so it is di�cult 
to miss (i.e., easily noticeable) and easily understandable by ordinary consumers.  If the claim 
requiring a disclosure is made both visually and audibly, the disclosure should be made both 
visually and audibly; if the claim is made just visually or just audibly, the disclosure should at 
least appear the same way the claim is made, but a simultaneous visual and audible disclosure 
is more likely to be clear and conspicuous.  A visual disclosure should stand out and, based on 
its size, contrast, location, the length of time it appears, and other characteristics, it should be 
easily noticed, read, and understood.  An audible disclosure should be delivered in a volume, 
speed, and cadence so that it can be easily heard and understood.  In social media, the internet, 
and other interactive media, the disclosure should be unavoidable; disclosures made through 
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hyperlinks are avoidable.  A disclosure should not be contradicted or mitigated by, or inconsistent 
with, anything else in the ad.  When an endorsement targets a specific audience, such as older 
adults or children, the e�ectiveness of the disclosure will be judged from the perspective of 
members of that group.

The ultimate test of whether a disclosure is e�ective is the net impression that consumers 
take from an ad with the disclosure.  If a significant minority of consumers take a 
misleading claim from an ad despite a disclosure, the disclosure isn’t su�cient.23  If it isn’t 
possible to make an e�ective disclosure, the claim should be modified so that a disclosure 
isn’t necessary – or the claim shouldn’t be made.

Example 12:

A magazine ad for nasal strips claims that nightly application will reduce the sound 
of snoring.  The advertiser has competent and reliable scientific evidence that the 
strips substantially reduce the sound of snoring but not that they treat sleep apnea, a 
potentially life-threatening condition for which snoring is a primary symptom.  The ad 
would be deceptive if it fails to adequately disclose that the nasal strips aren’t intended 
to treat sleep apnea.  A fine print disclosure of this fact at the bottom of the ad wouldn’t 
be clear and conspicuous.  A disclosure immediately next to the snoring claim in the 
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B.	 Substantiating Claims

In addition to conveying product claims clearly and accurately, marketers need to ensure that 
there is adequate support for their claims.  Under FTC law, advertisers must have a reasonable 
basis for their product claims before disseminating an ad.  What constitutes a reasonable basis 
depends greatly on what claims are made, how they are presented in the context of the entire 
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When applied to claims about the e�cacy or safety of health-related products, the factors 
described above make up the FTC’s rigorous substantiation standard of “competent and reliable 
scientific evidence.”28  The FTC has more specifically defined that standard as “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; and 
(2) are generally accepted in the profession to yield accurate and reliable results.”29  In addition, 
the FTC requires that the research must be “su�cient in quality and quantity based on standards 
generally accepted in the relevant scientific fields, when considered in light of the entire body of 
relevant and reliable scientific evidence, to substantiate that the representation is true.”30 

The sections that follow describe various considerations that govern whether the scientific 
support for a specific health-related claim satisfies the competent and reliable scientific evidence 
standard.  As a general matter,  substantiation of health-related benefits will need to be in 
the form of randomized, controlled human clinical testing to meet the competent and reliable 
scientific standard.31  In evaluating the reliability of such testing, the FTC will consider several 
parameters, such as sample size, duration, and outcome measures, that will vary depending 
on the exact nature of the hypothesis being tested and accepted norms in the relevant field.  
Assessing whether a study is well-designed and well-conducted, and whether the data has 
been properly analyzed and interpreted, are tasks that should be undertaken by someone 
with appropriate expertise.  Marketers of health products are encouraged to consult with an 
independent expert in the relevant field of research.  Independent experts can provide unbiased 
assessments of the validity of studies, how they fit within the relevant scientific literature, and 
what conclusions can be legitimately drawn from the results. 

1.	ADS THAT REFER TO A SPECIFIC LEVEL OF SUPPORT	

As a starting point, marketers of health-related products must have at least the level of support 
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Example 17:

An advertiser claims that its product is based on “Nobel Prize-Winning” research and 
has been “proven e�ective” by “$5 Million in NIH Research.”  The Nobel Prize referred 
to in the ad, however, was for an unrelated use of the product’s active ingredient 
and has nothing to do with the claimed health benefits.  In addition, the NIH research 
examined the safety, but not the e�cacy, of the active ingredient.  The specific claims 
about the level of support are deceptive even if the advertiser possesses other 
research that provides competent and reliable scientific evidence of e�cacy.

Example 18:

The website for a sports drink touts a “clinically tested ingredient” for improving blood 
flow and increasing endurance.  In this context, the phrase “clinically tested ingredient” 
implies not just that the ingredient was tested, but also that the test results prove a 
benefit for blood flow and endurance.  The phrase also conveys a claim that the sports 
drink will provide those benefits.  Because the drink also contains other ingredients, 
the marketer should consult with a qualified expert in the relevant field to determine 
whether experts in that field would generally require a clinical test of the sports drink 
itself, rather than the isolated ingredient, to confirm the blood flow and endurance 
benefits.  

2.	THE AMOUNT AND TYPE OF EVIDENCE

Even when an advertiser doesn’t make a specific claim about the level of support, claims about 
the health benefits of a product must still meet the basic substantiation standard of “competent 
and reliable scientific evidence.”  Randomized, controlled human clinical trials (RCTs) are 
the most reliable form of evidence and are generally the type of substantiation that experts 
would require for health benefit claims.33  Although there is no requirement for a specific 
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substantiation is inadequate because there are significant methodological problems 
and because human research is both feasible and the accepted approach in the field.

Example 20:

A company advertises its supplement as helpful in maintaining good vision into old age.  
There have been two large-scale epidemiologic studies showing a strong association 
between long-term consumption of the ingredient in the supplement and better vision 
in people over 70.  Experts also have identified a plausible biological mechanism that 
likely explains the e�ect.  A clinical intervention trial would be very di�cult and costly 
to conduct and would take a minimum of 10 years.  Assuming that experts in the field 
generally consider epidemiological evidence to be adequate to support the potential 
for a protective e�ect, and assuming the absence of contrary evidence, the claim would 
be substantiated.  Because the evidence is based on long-term consumption, the claim 
shouldn’t suggest to consumers that they can expect immediate vision benefits. 

Example 21:

An ad for a supplement claims that the product will cause dramatic improvements in 

Example 21:
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potentially biasing the results.  In the rare circumstances where a double-blind design isn’t 
feasible, the study should be blinded to the fullest extent possible and researchers should take 
steps to minimize any potential for bias.

Statistically Significant Results:  To support a health-related claim, human clinical research must 
yield results that are statistically significant.  A study that fails to show a statistically significant 
di�erence between the treatment and control groups may indicate that the measured e�ect is 
merely the result of placebo e�ect, unrelated improvement over time, or chance.  Studies that 
use multiple outcome measures should report all outcomes, rather than selectively reporting 
positive outcomes.  Such studies also should include a statistical adjustment to account for the 
increased likelihood that, when multiple outcomes are measured, a positive result on any one of 
the measures may be due to chance.  
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Example 23:

An advertiser conducts a literature search and finds several abstracts summarizing 
clinical studies about the association between a nutrient and the ability to perform 
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di�erence using the unvalidated questionnaire, but there is no statistically significant 
di�erence on the validated measure.  The failure to detect a di�erence using the more 
reliable validated measure suggests that there wasn’t a significant e�ect from use of 
the product, and the claim isn’t substantiated. 

4.
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Example 30:

An advertiser wants to claim that a supplement will substantially reduce body fat.  The 
advertiser has two controlled, double-blind studies showing a modest but statistically 
significant loss of fat at the end of a six-week period.  However, there is an equally well-
controlled, double-blind 12-week study showing no statistically significant di�erence 
between treatment and control groups.  Assuming other aspects of methodology are 
similar, the studies taken together suggest that, if the product has any e�ect on body 
fat, it would be very small and may not persist over time.  Given the totality of the 
evidence, the claim is unsubstantiated.

Example 31:

The marketer of a fruit drink claims that its product is “proven to promote 
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existing evidence was su�cient to substantiate the advertiser’s claim.  The evidence as 
a whole likely substantiates the claim.

5.	THE RELEVANCE OF THE EVIDENCE TO THE SPECIFIC PRODUCT AND CLAIM

A common problem in the substantiation of advertising claims is that an advertiser has valid 
studies, but the studies don’t support the claim made in its ad.  Advertisers should make sure 
that the research on which they rely isn’t just internally valid, but also relevant to their specific 
product and to the specific advertised benefit.  Therefore, advertisers should ask questions such 
as:  How do the dosage and formulation of the advertised product compare to the product used 
in the study?44  Is the ingredient or combination of ingredients in the advertised product the same 
as what was used in the study?45  Is the advertised product administered in the same manner as 
the product in the study?  How well do the outcomes tested in the study relate to the specific 
benefits advertised?46  Does the study population reflect the characteristics of the population 
targeted by the ad?47  If there are significant discrepancies between research conditions and the 
real-life use being promoted, advertisers must evaluate whether it is appropriate to extrapolate 
from the research to the claimed e�ect.
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Example 34:

A number of well-controlled clinical studies have been conducted to suggest that a 
tea improves mental alertness in subjects with significantly impaired blood circulation 
to the brain.  A claim suggesting that the tea will improve mental alertness in healthy 
adults isn’t adequately substantiated by this evidence.  Advertisers shouldn’t rely on 
research based on a specific test population for claims targeting the general population 
without first making sure it is scientifically sound to make such extrapolations.

Example 35:

An ad for brain training software shows a man trying to remember where he left his 
keys.  The ad claims that the software has been “clinically proven to improve memory.”  
A clinical study employed three laboratory tasks to test working memory (the short-term 
mental manipulation of information, such as numbers).  Although the study showed 
statistically significant improvements over the control group in these working memory 
tasks, these results don’t support a general memory improvement claim because there 
are other types of memory that weren’t tested.  Furthermore, forgetting where one left 
one’s keys is an example of a di�erent type of memory failure, unrelated to working 
memory, the type of memory tested.

Example 36:

An advertiser markets a drink that contains a certain strain of probiotic.  Two 
independently conducted, well-controlled clinical studies on Japanese subjects, using 
a di�erent strain of probiotic administered in time-released capsule form, show that 
the strain is an e�ective treatment for reducing the symptoms of Crohn’s disease.  The 
marketer wants to rely upon the Japanese studies to claim that its drink will reduce the 
symptoms of Crohn’s disease.  Before relying on the studies to substantiate claims for 
the drink, the advertiser should consider the relevance of the evidence to its product 
and to the population to which the product is marketed.  The fact that the study used 
a di�erent strain of probiotic, in a capsule form that may be more bioavailable than the 
drink, and administered to a population whose diet may be substantially di�erent from 
the diet of U.S. consumers are significant di�erences that would a�ect whether the 
findings could reasonably be expected to translate to the advertised product.  
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Example 37:

An advertiser wants to claim that its energy drink helps increase alertness safely.  The 
drink contains two active ingredients, each of which is known to have central nervous 
system stimulant e�ects.  The advertiser compiles well-conducted clinical studies 
demonstrating that each of the ingredients, individually, is safe, e�ective, and causes no 
significant side e�ects in the recommended dose.  Studies on the individual ingredients, 
however, may not be su�cient to substantiate a safety claim about the combination 
product because the two active ingredients together may a�ect the body di�erently than 
they do individually.  The advertiser would need to have a study of the actual product if 
that is what experts in the field would generally require to substantiate the claim.

Example 38:

Several well-conducted clinical trials measuring accepted markers of immune system 
activity have been done on a specific botanical extract consistently showing that 
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1.	CLAIMS BASED ON CONSUMER TESTIMONIALS OR EXPERT ENDORSEMENTS

Advertisers are liable for the misleading use of endorsements, whether in traditional advertising 
media like TV and print, on the internet, in social media, or in other forms of marketing.50  An 
overarching principle is that advertisers should not make claims through consumer testimonials 
or expert endorsements that would be deceptive or couldn’t be substantiated if the advertiser 
made them directly.  It’s not enough that a testimonial represents the honest opinion or 
experience of an endorser.  Under FTC law, advertisers also must have appropriate scientific 
evidence to back up the underlying implied claim that the product is e�ective and will work for 
buyers as it did for the endorser.51

Example 39:
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connection to the company is one that consumers might not expect and that might a�ect 
the weight or credibility of her endorsement.  Even if she were adequately qualified and 
even if she had conducted an adequate review of the product, her position as an o�cer 
of the company should be clearly and conspicuously disclosed.

Example 43:

A best-selling book about the benefits of a popular dietary supplement ingredient 
recommends a specific brand of the product as the highest quality, most e�ective 
brand on the market.  The manufacturer of the brand cited in the book has an 
exclusive promotional agreement with the author and has paid her to reference 
the product by name.  The manufacturer’s ad touts the fact that its product is the 
only brand recommended in the best-selling book.  The ad is deceptive because 
it suggests to consumers that the endorsement is unbiased when, in fact, the 
author was paid by the manufacturer to promote the product.  The book’s paid 
promotional reference to a specific brand is also advertising for the product and is 
deceptive without a clear and conspicuous disclosure of the connection between the 
manufacturer and the book’s author.

2.	CLAIMS BASED ON TRADITIONAL USE
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Example 45:

A supplement manufacturer markets a capsule containing a concentrated extract 
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even some marketers of other health products nevertheless include the DSHEA disclaimer or 
a similar statement in their advertising.  Marketers should be aware that the DSHEA disclaimer 
or similar statements won’t cure an otherwise deceptive ad, particularly where the deception 
concerns claims about the health-related benefits of a product.58

Example 47:
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Example 49:

The marketer of an electronic “ab sculpting” belt receives clearance from the FDA to 
sell the product as a Class II medical device for the intended purpose of stimulating 
and strengthening healthy muscle.  The marketer airs an infomercial for the device with 
repeated references to the fact that the product is “FDA Approved,” alongside claims 
that “in just 10 minutes a day for 30 days, you can e�ortlessly lose two or more inches 
and 10 pounds from your waist.”  The infomercial is deceptive because the juxtaposition 
of the “FDA Approved” reference and claims about weight loss and reduction in waist 
circumference gives the impression that the FDA has found the product to be e�ective 
for such dramatic e�ects.  

5.	THIRD-PARTY LITERATURE
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Example 51:

The marketer of the herb described in Example 50 provides a link to a web page that 
in turn links to the “Miracle Cancer Cure” book.  The fact that the book is “two clicks” 
away from the marketer’s own website doesn’t insulate the marketer from responsibility 
for substantiating any implied claims that consumers may take from the indirect 
reference to the book.  The FTC will evaluate the marketer’s website, the description it 
provides in linking indirectly to the book, statements appearing on the linked page, and 
other elements of the marketing to determine whether the marketer is using references 
to the book to promote its product.  

Example 52:

Advertising for a weight-loss supplement includes references to what appears to be 
an independent website discussing the risks of gastric bypass surgery and referencing 
the advertiser’s supplement as a safer alternative.  In fact, the advertiser created and 
owns the gastric bypass website and does not disclose that financial relationship.  The 
website is not independent third-party literature.  The advertiser is responsible for the 
accuracy of claims made on the site and must clearly and conspicuously disclose its 
ownership of the site.

For purposes of dietary supplement labeling, Section 5 of DSHEA provides an exemption from 
labeling requirements for scientific journal articles, books, and other publications used in the 
sale of dietary supplements, provided these materials are reprinted in their entirety, aren’t  
false or misleading, don’t promote a specific brand or manufacturer, are presented with other 
materials to create a balanced view of the scientific information, and are physically separate 
from the supplements being sold.  While the DSHEA third-party literature provision doesn’t 
provide an exemption from FTC requirements for other forms of advertising, as a practical matter, 
publications and other materials that comply with the elements of the provision, particularly with 
the requirement that such materials be truthful, not misleading, and balanced, are also likely to 
comply with FTC advertising law.
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Endnotes
1	 Section 5 of the FTC Act prohibits “unfair or deceptive acts or practices in or a�ecting commerce,” and Section 

12 prohibits the dissemination of false advertisements for foods, drugs, devices, services, or cosmetics.  15 U.S.C. 
§§ 45, 52.  Section 15 of the FTC Act defines “false advertisement” as “advertising that is misleading in a material 

respect[.]”  15 U.S.C. § 55(a)(1).

2	 See FTC Policy Statement on Deception, appended to Cli�dale Assocs., Inc., 103 F.T.C. 110, 174 (1983), https://
www.ftc.gov/public-statements/1983/10/ftc-policy-statement-deception (“Deception Policy Statement”); FTC Policy 

Statement Regarding Advertising Substantiation, appended to Thompson Med. Co., 104 F.T.C. 648, 839 (1984), 
a�’d, 791 F.2d 189 (D.C. Cir. 1986), https://www.ftc.gov/public-statements/1983/03/ftc-policy-statement-regarding-
advertising-substantiation (“Substantiation Policy Statement”).

3	 See discussion at Section III.B. 

4	 See, e.g., Complaint at 7, FTC v. Sunrise Nutraceuticals, Inc., No. 9:15-cv-81567 (S.D. Fla. Nov. 16, 2015) (stipulated 
final judgment) (claims made in a press release and on website); Complaint at 5-24, FTC v. NourishLife, LLC, No. 
1:15-cv-00093 (N.D. Ill. Jan. 7, 2015) (stipulated order) (claims made in social media, sponsored links, brochures, 
product packaging, emails, and websites); Complaint at 5-13, FTC v. Sensa Prods., LLC, No. 1:14-cv-00072 (N.D. Ill. 
Jan. 7, 2014) (stipulated final judgment) (claims made in a book, infomercials, print and radio ads, and email); Daniel 

Chapter One, 148 F.T.C. 832, 904-35 (2009) (initial decision) (“Daniel Chapter One Initial Decision”) (claims made in 
radio programs, newsletter, catalog, and website).

5	 For a discussion of the five factors that determine whether speech is commercial, see POM Wonderful, LLC, 155 
F.T.C. 1, 74-75 (2013) (citing R.J. Reynolds Tobacco Co., 111 F.T.C. 539, 544-46 (1988)), a�’d in part, POM Wonderful 

LLC v. FTC, 777 F.3d 478, 504-05 (D.C. Cir. 2015).

6	

https://www.ftc.gov/public-statements/1983/10/ftc-policy-statement-deception
https://www.ftc.gov/public-statements/1983/10/ftc-policy-statement-deception
https://www.ftc.gov/public-statements/1983/03/ftc-policy-statement-regarding-advertising-substantiation
https://www.ftc.gov/public-statements/1983/03/ftc-policy-statement-regarding-advertising-substantiation
https://www.fda.gov/AboutFDA/PartnershipsCollaborations/MemorandaofUnderstandingMOUs/DomesticMOUs/ucm115791.htm
https://www.fda.gov/AboutFDA/PartnershipsCollaborations/MemorandaofUnderstandingMOUs/DomesticMOUs/ucm115791.htm
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refers to an FDA regulatory term for a category of labeling claims that describe the normal structure or function 
of the human body or general well-being.  Under FDA law, such claims must be truthful, not misleading and 
substantiated, but do not require prior FDA review or approval.  See Structure/Function Claims, Fed. Drug Admin. 
(last updated Dec. 14, 2017), www.fda.gov/food/food-labeling-nutrition/structurefunction-claims.  The term has no 

legal significance under FTC law relating to claim substantiation.

12	 See Daniel Chapter One, 148 F.T.C. 832, 1086 (2009) (finding no authority that the DSHEA amendment to the 
FDCA regarding “structure/function” claims is binding on the Commission), a�’d, 405 Fed. App’x 505 (D.C. Cir. 

2010).

13	 Id. at 1085-86 (rejecting Respondents’ argument that the FDCA distinctions between foods, drugs, or dietary 

https://www.fda.gov/food/food-labeling-nutrition/structurefunction-claims
http://www.ftc.gov/public-statements/1994/05/enforcement-policy-statement-food-advertising
http://www.ftc.gov/public-statements/1994/05/enforcement-policy-statement-food-advertising
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substantiate weight-loss claims).  The court in Roca Labs rejected defendants’ reliance on U.S. v. Bayer, No. 07-01 
(JLL), 2015 WL 5822595 (D.N.J. Sept. 24, 2015), as authority that RCTs should not be required.  Roca Labs, Inc., 
345 F. Supp. 3d at 1387.  The court ruled that Bayer was “inapposite both procedurally and factually,” because it 
turned on a narrow question of whether Bayer had violated an existing FTC consent decree. It reasoned that the 
Bayer court’s refusal to read an RCT requirement into the language of a specific FTC decree provision did not 
preclude the FTC from “requiring RCTs or challenging claims for lack of an RCT” in the case before it.  Id.

	 The case law both before and after Bayer has consistently applied an RCT standard in cases challenging health-
related advertising claims as unsubstantiated.  See, e.g., FTC v. Nat’l Urological Grp., Inc., No. 1:04-CV-3294-CAgP, 
2017 U.S. Dist. LEXIS 182256 at *49-51 (N.D. Ga. Oct. 10, 2017) (applying an RCT substantiation standard to weight-
loss claims and distinguishing Bayer as a case with a “noticeably di�erent” procedural posture), a�’d, 786 F. 
App’x 947 (11th Cir. 2019); POM Wonderful LLC, 777 F.3d at 504-05 (a�rming Commission holding that competent 
and reliable scientific evidence consisting of RCTs is needed for disease-related claims but finding fencing-in 
order requirement of two such tests was not justified in this instance); see also FTC v. Coorga Nutraceuticals 

Corp., 201 F. Supp. 3d 1300 (D. Wyo. 2016) (final judgment and order requiring human clinical testing for claims 
that product reverses or prevents formation of gray hair); Nat’l Urological Grp., Inc., 645 F. Supp. 2d at 1202-03 
(accepting undisputed expert testimony that erectile dysfunction claims require well-designed, placebo-controlled, 
randomized, double-blind clinical trials for substantiation); Direct Mktg. Concepts, Inc., 569 F. Supp. 2d at 303 (“[I]
t seems well-accepted that double-blind, placebo-controlled studies are necessary to substantiate health-related 
e�cacy claims.”); Removatron Int’l Corp., 111 F.T.C. 206 (1988), a�’d, 884 F.2d 1489, 1498 (1st Cir. 1989) (requiring 
“adequate and well-controlled clinical testing” to substantiate claims for hair removal product); Thompson Med. 

Co., 104 F.T.C. at 826 (requiring well-controlled clinical studies to substantiate certain analgesic drug claims).  The 
Commission has also accepted numerous settlements that required randomized controlled human clinical testing 
for disease treatment and prevention claims.  See, e.g., FTC v. Sunrise Nutraceuticals, No. 9:15-cv-81567-DMM 
(S.D. Fla. 2016)  (stipulated final judgment requiring human clinical testing for claims that a product can alleviate 
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