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POM Wonderful Opinion Provides Limited
Clarification on FTC Substantiation
Requirements

“How this opinion
will shape
regulatory
requirements
for future health
efficacy claims
remains to be
seen.”

The food and dietary supplement industries have struggled to interpret and
implement the Federal Trade Commission’s (FTC’s) unsettled standard on health
claim substantiation. Many in the industry had hoped that the FTC’s Office of
Administrative Law Judges would clarify its substantiation standard when it issued
its decision in the matter of POM Wonderful LLC on May 17, 2012.1 While the
decision answered some questions regarding the type of substantiation that is not
required for certain health-related claims, it remained vague on the type, quantity
and quality of support that is required. The decision provided food and dietary
supplement manufacturers some relief from some of the more intimidating FTC
substantiation requirements, but they must continue to thoroughly and carefully
substantiate their claims in light of the uncertainty that remains.

The FTC Regulation of Substantiation for Health-Related
Claims
The Food and Drug Administration (FDA) and the FTC share responsibility for the
regulation of the advertising and marketing of dietary supplements. Specifically,
as described in a Memorandum of Understanding (MOU) governing the division
of responsibilities between FDA and the FTC, the FTC is primarily responsible
for dietary supplement advertising (under the umbrella of food advertising) and
FDA is responsible for its labeling.2 Both agencies share an interest in ensuring
that advertising or labeling claims have sufficient support, or substantiation,
to prevent the distribution of products that are misbranded or marketed with
false and misleading claims. FDA relies on the Dietary Supplement Health and
Education Act of 1994 (DSHEA) for its jurisdiction over the safety and labeling of
dietary supplements, while the FTC derives its authority from the Federal Trade
Commission Act (FTC Act). Because DSHEA does not define “substantiation,”
FDA has relied on its own expertise as well as that of the FTC to ensure that the
standard that was consistent.3 The FTC has taken the position that claims that
concern health, safety or product efficacy must be supported by “competent and
reliable scientific evidence.”4
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The FTC case law defines “competent and reliable scientific evidence” as:
“[T]ests, 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.”5 In deciding
whether an “efficacy claim” relating to a product’s attributes, performance or
efficacy is adequately substantiated, the FTC will assess: (1) the type of claim
— safety, efficacy, health, dietary, etc; (2) the product — food, drug, dietary
supplement, etc; (3) the consequences of a false claim; (4) the benefits of a truthful
claim; (5) the cost of developing substantiation for the claim; and (6) the amount of
substantiation that experts in the field believe is reasonable.6 These considerations,
known as the Pfizer factors,7 do not clearly articulate the scope or nature of the
information or data required to support the efficacy claim. An “establishment claim”
is an “express or clearly implied statement that the advertising claim is supported
by scientific or medical studies.” FTC requires that establishment claims must be
supported by the level of substantiation represented in the advertisement.8 Failing
to provide this substantiation constitutes an unfair or deceptive act or practice in
violation of the FTC Act. Both types of claims are at issue in the POM Wonderful
(POM) decision.
The POM decision arose in the context of a conflict between the FTC and food and
dietary supplement manufacturers over the type and amount of “competent and
reliable scientific evidence” that is needed to support health-related claims. This
conflict was highlighted in 2010 by the Iovate and Nestle consent orders, in which
the FTC defined “competent and reliable scientific evidence” in the context of
weight loss claims (Iovate) and claims to reduce the duration of diarrhea in children
and correspondingly reduce absences from daycare and school (Nestle). According
to the FTC consent orders, competent and reliable scientific evidence to support
these claims requires “at least two adequate and well-controlled human clinical
trials.”9 To the industry’s dismay, the FTC consent orders imposed a substantiation
requirement that appeared to be equivalent to that applied by FDA to establish
efficacy in the drug approval process.10 The FTC consent order also required Iovate
to obtain FDA approval for any claims that its products treat, prevent or mitigate a
disease.11 The consent order suggested that a less stringent level of substantiation
may suffice for the companies’ other health-related claims, but did not provide
examples of the types of claims that did not require the support of two wellcontrolled human trials.
The FTC’s conclusion in Iovate and Nestle that certain health-related claims must
be supported by two adequate and well controlled human trials appeared to reflect
a shift in the FTC’s historical interpretation of the “competent and reliable scientific
evidence” standard.12 However, because the FTC consent orders were issued in the
context of specific enforcement actions and continued to suggest that not all claims
were subject to this heightened standard, they did not provide needed clarity or
predictability regarding the level of substantiation required for health-related claims
more generally. In mid-May of 2012, the FTC again took up the issue of the level of
substantiation required for health-related claims in the POM decision.

History of the POM Wonderful Matter
In September 2010, POM was among the first companies to proactively oppose
the FTC’s emerging preference for randomized controlled trials (RCTs) and FDA
approval to support disease prevention or treatment claims. In response to the
Iovate and Nestle consent decrees, POM filed a complaint in the United States
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District Court for the District of Columbia alleging that the FTC’s interpretation
of the “competent and reliable scientific evidence” standard was outside of the
agency’s authority. POM also alleged specific injury claiming that the FTC had
informed POM that RTCs would be required to support its disease claims in the
future.13 POM also alleged that the FTC had exceeded its authority by requiring
FDA approval of certain health-related claims, regardless of the substantiation
available. POM argued that the FTC Act did not authorize the FTC to require FDA
approval to render such claims non-deceptive.14
Two weeks after POM filed its complaint, the FTC filed an administrative complaint
against POM and its parent company, Roll Global, alleging that claims that the POM
products prevented or reduced the risk of heart disease, prostate cancer and erectile
dysfunction were inadequately substantiated and therefore false and misleading in
violation of sections 5(a) and 12 of the FTC Act.15 POM argued in response that its
advertising and promotional materials were substantiated by substantial scientific
research and that the FTC erred by applying an overly stringent substantiation
standard. The case went before the Office of the Administrative Law Judge (ALJ) on
May 24, 2011 and concluded on November 4, 2011. Both parties filed their post-trial
and reply briefs in January and February 2012 respectively, and closing arguments
were held on March 6, 2012.16

POM Wonderful Decision
On May 17, 2012, the ALJ, Chief Administrative Law Judge J. Michael Chappell,
issued a 335 page initial decision, in which he agreed with the FTC that POM‘s
claims that its products could treat heart disease, prostate cancer and erectile
dysfunction, or were clinically proven to do so, were inadequately substantiated and
thus false and misleading.17 In reaching this decision, the ALJ stated that he had
evaluated the claims, the substantiation proffered to support them and the testimony
of experts in the fields of cardiology and male reproductive health. Based upon this
review, the ALJ concluded that POM’s claims were not adequately substantiated.
Significantly, however, the ALJ did not adopt the substantiation standard advocated
by the FTC.
Specifically, the ALJ concluded that the FTC’s position that health-related claims
must be supported by randomized controlled clinical trials was not authorized by
the FTC Act.18 The ALJ said that claims that a food or food derived product treats,
prevents or reduces a disease had to be supported by adequate clinical data, but
double-blind, randomized, placebo controlled trials were not necessarily required.
Finally, the opinion concluded that more generalized claims that POM’s products
support prostate health and promote heart health were vague and general enough
that they did not necessarily represent disease claims requiring clinical data.19 The
opinion’s main conclusions were as follows:

FTC’s substantiation standard does not require food and dietary
supplement advertisers to obtain FDA approval to make health-related
claims for their products
In its lawsuit against POM, the FTC argued that FDA approval was required for
any claims that POM’s products were effective in the “diagnosis, cure, mitigation,
treatment or prevention of [a] disease.”20 The ALJ concluded that this requirement
was “unsupported by governing precedent” since no previous Commission decision
or court ruling (including cease and desist orders) had required FDA approval for
such claims21 and the FTC Act did not provide any basis for this requirement.22
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Instead, the opinion concluded that the quantum of evidence required to satisfy the
FTC’s substantial evidence standard depended on the level of substantiation that
experts in the field would reasonably require to support the particular claim.23 This
inquiry required solicitation of expert testimony and consideration of various factors
including the nature of the product and claims and the risks and benefits of the
truth or falsity of the claims.24 In other words, the application of the substantiation
standard was variable because it was both claim and product-specific.
Although the POM opinion concluded that the FTC could not require that a
company obtain FDA approval before making disease claims, it did not address
FDA’s authority to do so. Although FDA approval is not required under the FTC Act,
the FDA, pursuant to its own authority under the Food, Drug and Cosmetic Act, may
impose approval requirements if claims exceed those permitted for foods or dietary
supplements. According to FDA’s regulations, if a dietary supplement label bears
a claim that the product can “diagnose, mitigate, treat, cure or prevent disease,” it
is subject to FDA’s regulation as a drug.25 FDA is likely to treat conventional foods
similarly to dietary supplements when assessing whether a disease claim has been
made.26 Moreover, FDA must pre-approve all disease claims and such claims can be
applied only to those food products and drugs that have already been approved by
FDA.27 Regardless of the FTC’s authority to impose substantiation requirements for
the product’s claims, food and dietary supplement manufacturers must also remain
mindful that their product claims can subject them to additional FDA requirements
if their claims exceed those permissible for food and dietary supplement products.

Disease claims may require clinical studies, but do not necessarily
require double-blind, randomized, placebo controlled studies (RCTs)
under the FTC’s substantiation standard
In the POM matter, the FTC argued that POM’s disease related claims were
required to be supported by RCTs, defined as well-designed, well conducted,
randomized, double-blind, placebo-controlled human clinical trials, in order to
demonstrate the claims were substantiated by “competent and reliable scientific
evidence.” This requirement proffered by the FTC mirrors FDA’s standard for
evaluating an application for a new drug approval. The opinion concluded that
neither the FTC Act nor applicable law supported this requirement. Instead, the
ALJ concluded that the determination of appropriate substantiation was a question
of fact to be determined by the testimony of experts at trial.28
In determining the level of substantiation required for POM’s health-related
claims, the opinion focused on the sixth and final Pfizer factor, the “amount of
substantiation that experts in the field would agree is reasonable.”29 Although the
FTC had identified several cases30 in support of its position that RCTs were required
to support health-related efficacy claims, the decision noted that all or most of
those cases acknowledged that the determination of what constitutes “competent
and reliable evidence” was a question of fact based on what experts in the field
consider to be reasonable. Thus, the ALJ confirmed that depending on what experts
in the profession would reasonably require to support a particular claim, scientific
evidence other than RCTs may be sufficient.31
In the POM matter, the parties presented the testimony of as many as 14 experts
in the areas of heart disease, prostate cancer and erectile dysfunction. The opinion
concluded that the experts’ testimony supported the conclusion that, although
experts in the field would not necessarily require RCTs to support claims relating to
the treatment or prevention of those diseases, clinical studies would be required.32
The opinion also concluded that the FTC failed to establish that claims that the
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product promotes health are “disease claims,”33 suggesting that a lower level of
substantiation is required to support such claims. Whether human or animal studies
would be required for health-promotion claims remains to be seen.
In the POM decision, the ALJ concluded that the expert testimony supported the
need for RCTs to substantiate claims for nutrient supplements where the product
marketing (a) includes a claim that the product treats, prevents or reduces the risk
of a disease and (b) offers the supplement as a replacement to medical products
for such a purpose.34 Although POM claimed that its products prevented, reduced
or treated heart, prostate and other diseases, the company did not market these
products as an alternative to medical treatment.35 The ALJ highlighted the safety
of the product as an important factor for experts to consider in deciding whether
RCTs should be required. He found in the POM matter that the, “[g]reater weight of
the persuasive expert testimony in this case leads to the conclusion that where the
product is absolutely safe, like POM Products, and where the claim or advertisement
does not suggest that the product be used as a substitute for conventional medical
care or treatment (emphasis added), then it is appropriate to favor disclosure.”36 Both
the ALJ and experts agreed that for such disease claims, “competent and reliable
evidence” must include human, clinical studies to show that the product did, in fact,
treat, prevent or reduce the risk of disease as claimed, but that these studies did not
have to be RCTs.37

A disease claim is more likely to exist if the disease is referred to by
name, or the advertisement uses specific language or images tied to the
disease
The ALJ also considered whether POM utilized disease claims in its advertising and
marketing materials. For example, POM utilized an image of a POM juice bottle
saying, “I’m off to save Prostates!” and an image of a POM juice bottle inside a
blood pressure cuff with the headline “decompress,” in its advertising. The ALJ
concluded that these marketing pictures did not constitute disease claims or more
specifically, did not constitute claims to treat prostate cancer and heart disease
respectively. In deciding that these advertisements did not contain disease claims,
the ALJ found persuasive that the advertisements:
• Did not refer to a disease by name
• Used vague, non-specific, substantially qualified and/or otherwise non-definitive
language
• Used language/images inconsistent with the alleged claim
• Did not draw a connection between health benefits or study results and
effectiveness for the disease38
Although food and dietary supplement advertisers will not necessarily avoid FTC
scrutiny by incorporating these factors into their marketing materials, adopting
them may reduce the risk that the FTC will identify a disease claim within an
advertisement.

Additional guidance for food and dietary supplement advertisers
The decision offered several other notable insights for food and dietary supplement
advertisers:
• Status as a food or food-derived supplement decreases the likelihood that a
reasonable consumer will interpret certain claims as drug treatment claims39
• Using qualified language (“may,” “can”) does not necessarily eliminate or
prohibit the possibility of making a concrete claim. Common sense and academic
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literature reject the notion that a stronger claim cannot be inferred when these
words are present. A consumer’s interpretation of the claim depends on the
“context and totality of advertisement.”40
• In order to adequately substantiate claims that a product effectively prevents
or treats a disease, experts agree that in vitro and animal study results alone
are generally insufficient. Successful results from human studies are generally
required as well.41

Conclusion
The ALJ opinion in the POM matter concludes that the FTC cannot require FDA
approval or RCTs to substantiate disease claims made by dietary supplement and
conventional food companies. However, whether some human clinical study is
required is still an open question. The ALJ acknowledged that the determination
was very fact specific and made it clear that substantiation requirements depended
on what experts stated was reasonable based on the nature of the product, the
nature of the claims and the weight of the evidence. How this opinion will shape
regulatory requirements for future health efficacy claims remains to be seen. Both
the FTC and POM Wonderful have appealed the decision, so the substantiation
debate will continue for some time to come. Both sides just made oral arguments at
the end of August. Nonetheless, advertisers should attempt to avoid the implication
that a product could be an alternative to medical treatment, and because disease
claims continue to be subject to FDA review and approval, industry should continue
using its best efforts to avoid unapproved drug claims and ensure that its healthrelated claims have defensible substantiation under its best understanding of
“competent and reliable scientific evidence.”
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